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Mr. Benmhend
08MarQ0
Page 2

The 0.11% ai nominal conce —*-ation was determined using an injection port
temperature of 250 deg C during the gas chromatographic analysis. Earfier this
week, after | had submitted by 03Mar00 label amendment to the Agency, our
researchers conducted additional analyses of 1-MCP in EthylBloc using an injeclion
port temperature of 150 deg C in ar -‘tempt to reduce a small amount of an apparent
degradation product observed in the _nalysils. Quantitation of 1-MCP in EthylBloc
using the reduced injection port temperature of 150 deg C revealed a nominal 1-MCP
concentration of 0.14% in the EthyiBloc formulation. This slightly greater amount of
nominal 1-MCP in the EthyiBloc formulation (0.14% vs 0.11%) is likely due to less
degradation in the injection port at 150 deg C versus 250 deg C. The only difference
in the analyses was the injection port temperature. We now believe 0.14% is the
accurate nominal concentration of  ACP in the EthylBloc formulation; thus the
reason for submitting this revised label amendment.

As | indicated in my 03Mar00 label amendment submission, Floralife, who
currently manufactures and sells EthyiBloc, stopped production last week when we
became aware of this lower ai issue. However, Floralife is a small company and
needs to resume production as soon as possible or face significant economic
hardship.

Anything that the Agency can do to expedite approval of this revised label
amendment so that Floralife may resume production of EthylBioc by the end of this
week would be greatly appreciated.

Please contact me by phone (215-592-3581), fax (215-592-3414), or

E-mail (rstysi@rohmhaas.com) if you have any questions about this label
amendment.

Sincerely,
Stephen L. Longacre, Ph.D. RURL

Product Registration Manager 3°°3°3 vee
Agricultural Chemicals Registratiol), oo "cces’
and Regulatory Affairs Departmeft,® ~ RTICN

MAR-0B-2008 1B:11 2155923414 SB8% P. 832 O
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Suzanne Krolikowski
04/25/01 05:20 PM

Subject:

Attorney-Client Advice
Do Not Disclose

: Mike Mendelsohn/DC/USEPA/US@EPA
: Driss Benmhend/DC/USEPA/US@EPA, Janet

Andersen/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, Sheryl Reilly/DC/USEPA/US@EPA
Re: REVISED VERSION: Question about tolerance exemption




*Privileged internal deliberative and attorney-client communication*

e o

Suzanne Krolikowski
(202) 564-5632
EPA's Office of General Counsel

Mike Mendelsohn

Mike Mendelsohn
ey 04/20/01 07:21 AM

Suzanne,

To: Suzanne Krolikowski/DC/USEPA/US@EPA

cc: Driss Benmhend/DC/USEPA/US@EPA, Janet
Andersen/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, Sheryl Reilly/DC/USEPA/US@EPA

Subject: Re: REVISED VERSION: Question about tolerance exemption

Suzanne Krolikowski

Suzanne Krolikowski
04/19/2001 07:46 PM

Attorney-Client Advice
Do Not Disclose

Mike

To: Sheryl Reilly/DC/USEPA/US@EPA
cc: Driss Benmhend/DC/USEPA/US@EPA, Janet
Andersen/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA
Subject: Re: REVISED VERSION: Question about tolerance exemptionfl
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Suzanne Krolikowski
(202) 564-5632
EPA's Office of General Counsel




*Privileged internal deliberative and attorney-client communication*

Sheryl Reilly

S -1 Rellly To: Suzanne Krolikowski/DC/USEPA/US@EPA
. cc: Driss Benmhend/DC/USEPA/US@EPA, Janet
04/19/2001 09:40 AM Andersen/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA
Subject. Re: REVISED VERSION: Question about tolerance exemption

Thanks,
Sheryl
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To:
cc:

Janet Andersen
04/18/01 07:08 AM

Subiject:

Suzanne Krolikowski

Suzanne Krolikowski

04/17/01 06:48 PM cc.

Subject:

Attorney-Client Advice
Do Not Disclose

Janet and Sheryl,

*Privileged internal deliberative and attorney-client communication*

Suzanne Krolikowski/DC/USEPA/US@EPA

Driss Benmhend/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, Sheryl Reilly/DC/USEPA/US@EPA
Re: Question about tolerance exempﬂoné

: Janet Andersen/DC/USEPA/US@EPA

Driss Benmhend/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, Sheryl Reilly/DC/USEPA/US@EPA
Re: Question about tolerance exemptioné




*Privileged internal deliberative and attorney-client communication*

Janet Andersen

Janet Andersen
04/17/2001 04:58 PM

To: Sheryl Reilly/DC/USEPA/US@EPA
cc: Driss Benmhend/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, Suzanne
Krolikowski/DC/USEPA/US@EPA
Subject: Re: Question about tolerance exemptionf

Sheryl Reilly

Sheryl Reilly
04/17/01 02:30 PM

Hi, Suzanne,

To: Suzanne Krolikowski/DC/USEPA/US@EPA
cc: Driss Benmhend/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russeli
Jones/DC/USEPA/US@EPA, (bec: Janet Andersen/DC/USEPA/US)
Subject: Question about tolerance exemption
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*Privileged internal deliberative and attorney-client communication®

Suzanne Krolikowski
04/18/01 05:48 PM

Attorney-Client Advice
Do Not Disclose

Janet and Sheryl,

Janet Andersen

To:
GE:

Subject:

Janet Andersen/DC/USEPA/US@EPA

Driss Benmhend/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, Sheryl Reilly/DC/USEPA/US@EPA
REVISED VERSION: Question about tolerance exemption
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*Privileged internal deliberative and attorney-client communication*

J

Janet Andersen
04/17/2001 04:58 PM

To: Sheryl Reilly/DC/USEPA/US@EPA
cc: Driss Benmhend/DC/USEPA/US@EPA, Mike
Mendeisohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, Suzanne
Krolikowski/DC/USEPA/US@EPA
Subject: Re: Question about tolerance exemptionf

Sheryl Reilly

Sheryl Reilly
04/17/01 02:30 PM

Hi, Suzanne,

To: Suzanne Krolikowski/DC/USEPA/US@EPA
cc: Driss Benmhend/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, (bcc: Janet Andersen/DC/USEPA/US)
Subject: Question about tolerance exemption




March 10, 2005

Mr. Driss Benmhend

Office Of Pesticide Programs (7511C)
Biopesticides and Pollution Protection Division
U.S Environmental Protection Agency

Room 910, Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202-4501

Dear Mr. Benmhend:

Re: EthylBloc™ Technology (EPA Registration Number 71297-1)
Confidential Statements Of Formula
Notification to Add New Sources of Inert Ingredients

Enclosed is an application to notify EPA that additional sources of inert ingredients are
being added to the current Confidential Statements of Formula for EthylBloc™
Technology (EPA Registration Number 71297-1). Two copies of each of the three
revised CSF’s for EthylBloc™ Technology are enclosed. This amendment is being made
by notification and is consistent with the notifications allowed under PR Notice 98-10.

" Sincgrely,
/ K— L[] [ ]

Robert H. Larkin, Ph.D.
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One way to help ensure a good seal where the plastic comes in contact with the
flooring is to use hydration solution. The treatment unit base is submerged in a
trough of hydration solution a few inches deep thus making a good seal where
gas cannot escape.

To use such a treatment area, follow the treatment instructions adjusting for
treatment volume and temperatures.

Cut Flower Hydration EthylBloc® Treatment Chamber. The top of the
chamber can be made of 4.0 to 6.0 mil polyethylene sheeting and a wooden
frame, or a single plastic piece that can fit into the bottom hydration tank, or
something similar. The bottom tank can be any size tub that is capable of
holding hydration solution and flowers. See drawing below.

Figure 1

Top plastic tent. Should
be made to fit into the

-EthyBloc is released
bottom hydration tank -7 into the top plastic tent

treating al of the
flowers inside the tent.

Bottom tank is about 15-20cm high and full of solution. The flowers
sit in this solution and hydrate while being treated with MCP

[{Optional text for similar text above in box} Bottom tank is about 6 to 8 inches
(15-20 cm) high and full of hydration solution. The flowers sit in this solution and
hydrate while being treated with EthylBloc®.]

Place the flowers in bunches or in buckets in the bottom tank. Place the top
plastic tent over the bottom holding tank. The tent’s bottom edges must be able
to be submerged into the hydration solution in the bottom holding tank to insure a
seal. Follow Treatment Instructions making sure the EthylBloc® mixture remains
separate from the hydration solution throughout the treatment.

EthylBloc® Technology
Last label revision June 21, 2000
Page 10 of 11
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August 6, 2004

Document Processing Desk (AMEND)
Office Of Pesticide Programs 7504C
U.S. Environmental Protection Agency
Room 266A Crystal Mall 2

1801 S. Bell Street

Arlington, VA 22202

Attention: Mari Duggard
Re: EthylBloc™ Technology

EPA Registration Number 71297- '
o Label Amendment Application To Amend First Aid Statement

Response To Sheryl Rei

Enclosed are three copies of the draft label for EthylBloc™ Technology amended as per
the recommendations in Dr. Sheryl Reilly’s letter of July 12, 2004. The changes to the
originally submitted label are highlighted in red. Also enclosed with this resubmission is
a completed application form 8570-1. Please let me know if you have any questions or

need any additional information for approval of this amended label.

RoObert H. Larkin
President
Regulatory Solutions, LLC
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Dmifl'
(Container label first page only; insert label all pages)

EthylBloc® Technology

EthylBloc® technology is a powder that, when mixed with a Mixing/Buffer solution
or water, releases a gas to extend the life and usefulness of many fresh cut
flowers, potted flowers, bedding, nursery and foliage plants. Plants are treated
with this gas in enclosed areas such as rooms, coolers, greenhouses, truck
trailers and shipping boxes/containers. This product is intended for use only on
ornamental, non-food crops. Do not use outdoors or in other non-enclosed
areas.

Active Ingredient: 1-Methyicyclopropene........ 0.14%

Other Ingredients: .............c.ccccceniriinnineeennn. 99.86%
TORAL: ... e eee e s e eneernnreeranees 100.00% . TR
KEEP OUT OF REACH OF CHILDREN eees
CAUTION

FIRST AID

IF INHALED: Move person to fresh air. If person is not breathing, call 911 or an
ambulance, then give artificial respiration, preferably by mouth-to-mouth, if
possible.

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin
immediately with plenty of water for 15-20 minutes. Call a poison control center
or doctor for treatment advice.

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5 minutes, then
continue rinsing eye. Call a poison control center or doctor for treatment advice.
IF SWALLOWED: Call poison control center or doctor immediately for treatment
advice. Have person sip a glass of water if able to swallow. Do not induce
vomiting unless told to do so by the poison control center or doctor. Do not give
anything to an unconscious person.

Have the nroduct container or label with vou when callina a noison control

EthylBioc® Technology
Last label revision June 21, 2000
Page 1 of 11
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EPA Registration No.: 71297-1
EPA Establishment No.: 32258-SC-001
U.S. Patent No. 5,518,988

EthyiBloc® is a registered trademark of Rohm and Haas Company

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION. Causes moderate eye irritation. Harmful if absorbed through skin.
Avoid contact with eyes, skin or clothing. Avoid breathing vapor. Wash
thoroughly with soap and water after handling. Remove contaminated clothing
and wash before reuse.

PERSONAL PROTECTIVE EQUIPMENT (PPE)
Applicators and mixers of this product must wear:

Long-sleeved shirt and long pants.

Shoes plus socks.

Protective eyewear (goggles or face shieid).

Rubber gloves.

As a general precaution when exposed to a gas, for activities in enclosed
areas wear a respirator with either an organic vapor-removing cartridge with
a prefilter approved for pesticides (MSHA/NIOSH approval number prefix TC-
23C) or a canister approved for pesticides (MSHA/NIOSH approval number
prefix TC-14G).

Applicators and handlers must follow manufacturer’s instructions for cleaning
/ maintaining PPE. If no such instructions exist for washables, use detergent
and hot water. Keep and wash PPE separately from other laundry.

EthylBloc® Technology
Last label revision June 21, 2000
Page 2 of 11
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STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.
Pesticide Storage: Store in original packaging in a cool, dry place.
Pesticide Disposal: Wastes resulting from the use of this product may be
disposed of on site or at an approved waste disposal facility.
Container Disposal: Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or by
incineration, or if allowed by State and local authorities, by burning. |f burmed,
stay out of smoke.

EthyiBloc® can extend the life and usefulness of many fresh cut flowers and
potted flowers, bedding, nursery and foliage plants. It works by inhibiting the
negative effects of ethylene and thus prevents or reduces premature flower
death, leaf and/or flower fall, and leaf yellowing.

EthyIBloc® is specifically designed to be used by all levels of the floral and
nursery industries, including growers, shippers, wholesalers, bouquet
manufacturers, mail-order houses and retailers (such as florists, garden centers,
nurseries and mass-market outlets). EthylBloc® is very easy to use with almost
no labor costs.

EthylBloc® can be used just prior to harvest, immediately after harvest, just prior
to shipment, upon arrival from the supplier, and/or just prior to sale. It comes
with two scoops for easy measuring and the proper Mixing/Buffer Solution.
[Optional: EthyiBloc® is in a water soluble package for easy use with the proper
Buffer (mixing) solution.] The Mixing/Buffer Solution is used to facilitate gas
release. [{text optional} Users can substitute tap water for the Mixing/Buffer
Solution but the gas release will not be as efficient. Contact the manufacturer for
specific directions.] EthylBloc® is more effective under warm temperature
conditions, 552 to 75°F, (132 to 242 C). Longer treatment times are required for

EthyiBloc® Technology

Last label revision June 21, 2000
Page 4 of 11

77




plants held under temperatures below 55°F, (132 C).

Flowers And Plants

EthylBloc® treatment benefits many flowers and plants such as:

Achillea, Aconitum, Agapanthus, Alchemilla, Allium, Alstroemeria,

Alyssum, Aphelandra, Aquilegia, Asclepias, Astrantia, Asparagus Fern,

Azalea, Begonia, Bouvardia, Brassaia (Schefflera), Brodiaea (Triteleia),

Calathea, Campanula, Carnation, Celosia, Centaurea, Chamaedorea,

Chelone, Coleus, Cordyline, Cymbidium, Crocosmia (Montbretia), Daucus

(Queen Annes Lace), Delphinium, Dendrobium, Dianthus, Dicentra,

Dizygotheca, Doronicum, Echium, Eremurus, Eustoma (Lisianthus), Ficus,

Freesia, Fuchsia, Geranium, Gladiolus, Godetia, Gypsophila, Hibiscus,

llex (Holly), Impatiens, Ixia, Kalanchoe, Kniphofia, Lavatera, Lily,

. Lysimachia, Miniature Carnation, Monkshood, Pelargonium, Petunia,

Philodendron, Phlox, Physostegia, Poinsettia, Radermachera, Rose,

Rudbeckia, Salvia, Saponaria, Scabiosa, Silene, Snapdragon, Solidaster,

| Stock, Streptocarpus, Sweet William, Trachelium, Trollius, Veronica, Wax
Flower, and Zygocactus.

To realize maximum benefits, plants whether or not they may have been
| previously treated with EthylBloc™ or another anti-ethylene product. Shipments
already treated with EthylBloc® do not have to be retreated, however, retreating
is not harmful and can even be beneficial. Some species that would likely
benefit from additional applications include those with more than one flower per
stem (i.e. snapdragons, delphiniums, miniature carnations and alstroemeria) and
flowers at different stages of development on the same plant (i.e. geraniums,

impatiens, and azaleas).
5 TREATMENT INSTRUCTIONS
1. Calculate the treatment volume by measuring the length, width and height
of the treatment area in feet or meters. Multiply these three numbers
together to obtain the volume of the room/area in cubic feet or cubic

meters. For example, if a room is 4 feet wide, 5 feet long and 5 feet high,
the volume equals 100 cubic feet.

2. Wear all Personal Protective Equipment (PPE) required under
Precautionary Statements.

3. Use a plastic mixing container large enough to hold the EthylBloc® and
Mixing/Buffer Solution. A plastic pail works well for larger applications, a
plastic bowl or similar container for smaller applications.

4. First add Mixing/Buffer Solution to the mixing container. Then add the

EthyiBloc® Technology
Last label revision June 21, 2000
Page 5 of 11




EthylBloc® powder. The amounts of EthviBloc® and Mixing/Buffer Solution
are specified in the tables/boxes [or {For Water Soluble Packets}
First add Mixing/Buffer Solution to the mixing container. Then add the
water soluble packet of EthylBloc® to the mixing container, making sure
the water soluble packet is covered. The amounts of EthviBloc® and
Mixing/Buffer Solution are specified in the tables/boxes |

. Following the addition of EthylBloc® to the Mixing/Buffer Solution, leave
the treatment area immediately. Make sure the area is sufficiently sealed.
See following application sections for details.

. POSTING Signs should be posted on all potential entry points during
EthylBloc® treatment (for at least four hours or as otherwise recommended
in the Dlrectlons for Use). Signs should state “CAUTION. Do not enter
area. EthyIBIoc treatment underway.” Postmg is suggested as a means
of ensuring optimal effectiveness of EthylBloc®.

. After the treatment period ends (see below tables/boxes for specified
treatment periods), ventilate treated areas with outside air before reentry.

. Remaining treatment solution can be disposed of on site or at an
approved waste disposal facility.

EthylBloc® Technology
Last label revision June 21, 2000
Page 6 of 11
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Measurements:

WHITE SCOOP = 0.2 grams EthylBloc® powder

GREEN SCOOP = 1.5 grams EthylBloc® powder

1 teaspoon =1 tsp = 5 ml

1 Tablespoon =1 Tbsp =3 tsp =1 fl 0z
1floz=2 Tbsp = 30 mi

1 cup=8floz=240 ml

38 gram Water Soluble Packet will treat a 20 ft truck container
75 gram Water Soluble Packet will treat a 40 ft truck container

APPLICATION IN GREENHOUSES PRIOR TO HARVEST

Fresh cut flowers and bedding, potted flowering, nursery and foliage plants can
be treated in the greenhouse just prior to being harvested.

1.

The greenhouse must be tightly constructed. Plastic covered houses
(especially “double-poly”) are generally tighter than fiberglass or glass
covered ones.

Sections of greenhouses can be enclosed with plastic to make the treatment
area smaller, as long as it is sealed sufficiently to prevent the gas from
escaping. Excessive leakage reduces effectiveness of EthyiBloc®.

Make sure all greenhouse vents are closed. Night treatment is
recommended mainly because vent closing is more realistic and treatment
times can be longer.

Any internal air circulation system (that does not bring in outside air) should
remain on during treatment to help distribute the gas.

All greenhouse treatments should be done at temperatures greater than 55°F
(13° C).

When calculating treatment volumes, use 2 of the height measured at the
ridge/peak for the height measurement. If a greenhouse is 25 feet wide, 100
feet long and 10 feet high, the approximate volume equals 25 x 100 x 10/2 =
12,500 cubic feet.

. Follow steps under Treatment Instructions.

EthylBloc® Technology
Last label revision June 21, 2000
Page 8 of 11
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APPLICATION IN ENCLOSED AREAS SUCH AS: HOLDING/STORAGE
ROOMS, COOLERS, AND TRUCK TRAILERS

Plants being held in enclosed areas can be easily treated with EthyIBloc®. For
example, non-boxed sleeved potted plants and cut flowers (held dry or in
solution), or boxed plants and cut flowers with the lids and/or precooling vents
completely open and directly exposed to the surrounding atmosphere can be
treated. Bedding or potted plants on movable racks are also easily treated.

Typical treatment areas

e Retail and wholesale florist coolers including walk-in, storage and/or
walk-in/storage combinations;

o Delivery trucks or vans, truck trailers, inter-modal containers, regardless
of their size/volume;

e Any room in a building that can be isolated, sealed and aerated/vented to
the outside after treatment.

1. Treatment areas should be checked for gas leakage. Excessive leakage
reduces effectiveness of EthylBloc®.

2. If needed, use plastic liners, tape and/or other products and procedures to
make enclosed areas more gas/air tight

3. Any internal air circulation system (that does not bring in outside air) should
remain on during treatment to help distribute the gas.

4 Temperatures should be between 352 and 752 F (132 and 242 C).

5. Follow steps under Treatment Instructions.

APPLICATION IN AREAS SPECIFICALLY BUILT FOR ETHYLBLOC

TREATMENT

General EthleIoc" Treatment Chamber. It might be appropriate to construct
an area to be used solely for EthyiBloc® treatment. Constructing such specific
EthylBloc® treatment areas has proven to be an effective way of using
EthylBloc®. This maximizes EthylBloc® effectiveness and reduces costs by
requiring less product to treat a given number of plant units.

While this treatment area could be built using a number of gas impermeable
materials, 4.0 to 6.0 mil polyethylene sheeting works well. Just make sure the

EthylBloc® Technology
Last label revision June 21, 2000
Page 9 of 11




unit seals properly.

One way to help ensure a good seal where the plastic comes in contact with the
flooring is to use hydration solution. The treatment unit base is submerged in a
trough of hydration solution a few inches deep thus making a good seal where
gas cannot escape.

To use such a treatment area, follow the treatment instructions adjusting for
treatment volume and temperatures.

Cut Flower Hydration EthylBloc® Treatment Chamber. The top of the
chamber can be made of 4.0 to 6.0 mil polyethylene sheeting and a wooden
frame, or a single plastic piece that can fit into the bottom hydration tank, or
something similar. The bottom tank can be any size tub that is capable of
holding hydration solution and flowers. See drawing below.

Figure 1

Top plastic tent. Should
be made to fit into the
bottom hydration tank

EthyiBloc is released
into the top plastic tent
treating all of the
flowers inside the tent.

Bottom tank is about 15-20cm high and full of solution. The flowers
sit in this solution and hydrate while being treated with MCP

[{Optional text for similar text above in box} Bottom tank is about 6 to 8 inches
(15-20 cm) high and full of hydration solution. The flowers sit in this solution and
hydrate while being treated with EthylBloc®.]

Place the flowers in bunches or in buckets in the bottom tank. Place the top
plastic tent over the bottom holding tank. The tent's bottom edges must be able
to be submerged into the hydration solution in the bottom holding tank to insure
a seal. Follow Treatment Instructions making sure the EthylBloc® mixture
remains separate from the hydration solution throughout the treatment.

EthylBloc® Technology
Last label revision June 21, 2000
Page 10 of 11
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WARRANTY AgroFresh, Inc, warrants that this material conforms to the
chemical description on the label. AgroFresh, Inc, neither makes nor authorizes
any agent or representative to make any other warranty of fitness or of
merchantability, guarantee or representation, express or implied, concerning this
material. The maximum liability for breach of this warranty shall not exceed the
purchase price of this product. AgroFresh, Inc's maximum liability for breach of
this warranty shall not exceed the purchase price of the product. Buyer and user
acknowledge and assume all risks and liabilities resulting from the handling,
storage and use of this material, whether or not in accordance with directions.

EthyiBloc® Technology
Last label revision June 21, 2000
Page 11 of 11
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(4) Worker Protection Standard (WPS)

Your product was mistakenly registered without WPS language. After
reviewing the label for the amendment, it was determined that your product falls
within the scope of the Worker Protection Standard and therefore the label must
be revised to contain the appropriate verbiage for WPS. Refer to 40 CFR 170.1,
PR Notices 93-7 & -11, and the LRM 3™ edition Chapter 10.

We apologize for the oversight and any inconvenience this may cause.
Please revise and resubmit your label. If you have questions, please contact Mari
Duggard, at 703-308-0028, or by e-mail at duggard. mari{@epa.gov.

Sincerely,

® />.4L o A L It .
g VSheryl K. Reilly, Ph.D., Chief
t/ Biochemical Pesticides Branch

Biopesticides and Pollution
Prevention Division (7511C)

Enclosures: Copy of draft label with comments

36
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U.S. Patent No. 5,518,988

AgroFresh Inc. is a fully-owned subsidiary of Rohm and Haas Company

EthyiBloc® is a registered tradem: . of Rohm and Haas Company

EthylBloc® Technology
Last label revision June 21, 2004
Page 2 of 10
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PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION. Causes moderate eye irritation. Harmful if absorbed through skin.
Avoid contact with eyes, skin or clothing. Avoid breathing vapor. Wash
thoroughly with soap and water after handling. Remove contaminated clothing
and wash before reuse.

PERSONAL PROTECTIVE EQUIPMENT (PPE)

Applicators and mixers of this product must wear: ‘

e Long-sleeved shirt and long pants. W

¢ Shoes plus socks. \) Jy‘{

e Protective eyewe:

¢ Rubber gloves.

e As a general precaution when exposed to a gas, for activities in enclosed

areas wear a respirator with either an organic vapor-removing cartridge with
a prefilter approved for pesticides (MSHA/NIOSH approval number prefix TC-
23C) or a canister approved for pesticides (MSHA/NIOSH approval number
prefix TC-14G).

e Applicators and handlers must follow manufacturer's instructions for cleaning
/ maintaining PPE. If no such instructions exist for washables, use detergent
and hot water. Keep and wash PPE separately from other laundry.

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent with
its labeling.

STORAGE AND DISPOSAL
Do not contaminate water, “=2d or feed by storage or disposal.
Pesticide Storage: Store in original packaging in a cool, dry place.
Pesticide Disposal: Wastes resulting from the use of this product may be
disposed of on site or at an approved waste disposal facility.
Container Disposal: Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or by
incineration, or if allowed by State and local authorities, by burning. If burned,
stay out of smoke.

EthyIBloc® can extend the life and usefulness of many fresh cut flowers and
potted flowers, bedding, nursery and foliage plants. It works by inhibiting the
negative effects of ethylene and thus prevents or reduces premature flower
death, leaf and/or flower fall, and leaf yellowing.

EthyIBloc® is specifically designed to be used by all levels of the floral and

EthylBloc® Technology
Last label revision June 21, 2000
Page 3 of 10
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. Calculate the treatment volume by measuring the length, width and height
of the treatment area in feet or meters. Multiply these three numbers
together to obtain the volume of the room/area in cubic feet or cubic
meters. For example, if room is 4 feet wide, 5 feet long and 5 feet high,
the volume equals 100 c.vic feet.

. Wear all Personal Protective Equipment (PPE) required under
Precautionary Statem~ts.

. Use a plastic mixing container large enough to hold the EthyiBloc® and
Mixing/Buffer Solution. A plastic pail works well for larger applications, a
plastic bowl or similar container for smaller applications.

. First add Mixing/Buffer Solution to the mixing container. Then add the
EthylBloc® powder. The amounts of EthylBloc® and Mixing/Buffer Solution _ »\ovu_,
are specified in the \fsNowing tables/boxes. ~ [or {For Water Soluble

Packets} First add Mixing/Buffer Solution to the mixing container. Then

add the water soluble packet of EthylBloc® to the mixing container,

making sure the water soluble packet is covered. The amounts of
Ethy/Bloc® and Mixing/Buffer Solution are specified in the fallawing/
tables/boxes elew |

. Following the addition of EthylBloc® to the Mixing/Buffer Solution, leave
the treatment area immediately. Make sure the area is sufficiently sealed.
See following application sections for details.

. POSTING: Signs should be posted on all potential entry points during
EthylBloc® treatment (for at least four hours or as otherwise recommended
in the Directions for Use). Signs should state “CAUTION. Do not enter
area. EthylBloc® treatment underway.” Postinog is suggested as a means
of ensuring optimal effectiveness of EthylBloc™.

. After the treatment period ends (see below tables/boxes for specified
treatment periods), ventilate treated areas with outside air before reentry.

. Remaining treatment solution can be disposed of on site or at an
approved waste disposal facility.

EthyiBloc® Technology
Last label revision June 21, 2000
Page 5 of 10
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WARRANTY AgroFresh, Inc, warrants that this material conforms to the
chemical description on the label. AgroFresh, Inc, neither makes nor authorizes
any agent or representative to make any other warranty of fithess or of
merchantability, guarantee or representation, express or implied, concerning this
material. The maximum liability for breach of this warranty shall not exceed the
purchase price of this product. AgroFresh, Inc’s maximum liability for breach of
this warranty shall not exceed the purchase price of the product. Buyer and user
acknowledge and assume all risks and liabilities resulting from the handling,
storage and use of this material, whether or not in accordance with directions.

EthylBloc® Technology
Last label revision June 21, 2000
Page 10 of 10
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U.S. Patent No. 5,518,988

AgroFresh Inc. is a fully-owned subsidiary of Rohm and Haas Company

EthyiBloc® is a registered trademark of Rohm and Haas Company

EthylBloc® Technolog
Last label revision June 21, 20(

Page 2 of 1v
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PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION. Causes moderate eye irritation. Harmful if absorbed through skin.
Avoid contact with eyes, skin or clothing. Avoid breathing vapor. Wash
thoroughly with soap and water after handling. Remove contaminated clothing
and wash before reuse.

PERSONAL PROTECTIVE EQUIPMENT (PPE)

Applicators and mixers of this product must wear:

e Long-sleeved shirt and long pants.

Shoes plus socks.

Protective eyewear (goggles or face shield).

Rubber gloves.

As a general precaution when exposed to a gas, for activities in enclosed

areas wear a respirator with either an organic vapor-removing cartridge with

a prefilter approved for pesticides (MSHA/NIOSH approval number prefix TC-

23C) or a canister approved for pesticides (MSHA/NIOSH approval number

prefix TC-14G).

e Applicators and handlers must follow manufacturer’s instructions for cleaning
/ maintaining PPE. If no such instructions exist for washables, use detergent
and hot water. Keep and wash PPE separately from other laundry.

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent with
its labeling.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.
Pesticlde Storage: Store in original packaging in a cool, dry place.
Pesticide Dlsposal: Wastes resulting from the use of this product may be
disposed of on site or at an approved waste disposal facility.
Container Disposai: Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or by
incineration, or if allowed by State and local authorities, by burning. If burned,
stay out of smoke.

EthyiBloc® can extend the life and usefulness of many fresh cut flowers and
potted flowers, bedding, nursery and foliage plants. It works by inhibiting the
negative effects of ethylene and thus prevents or reduces premature flower
death, leaf and/or flower fall, and leaf yellowing.

EthylBloc® is specifically designed to be used by all levels of the floral and

EthyiBloc® Technology
Last label revision June 21, 2000
Page 3 of 10
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. Calculate the treatment volume by measuring the length, width and height
of the treatment area in feet or meters. Multiply these three numbers
together to obtain the volume of the room/area in cubic feet or cubic
meters. For example, if a room is 4 feet wide, 5 feet long and 5 feet high,
the volume equals 100 cubic feet.

. Wear all Personal Protective Equipment (PPE) required under
Precautionary Statements.

. Use a plastic mixing container large enough to hold the EthyIBloc® and
Mixing/Buffer Solution. A plastic pail works well for larger applications, a
plastic bowl or similar container for smaller applications.

. First add Mixing/Buffer Solution to the mixing container. Then add the
EthyIBIoc® powder. The amounts of EthylBloc® and Mixing/Buffer Solution
are specified in the following tables/boxes. [or {For Water Soluble
Packets} First add Mixing/Buffer Solution to the mixing container. Then
add the water soluble packet of EthylBloc® to the mixing container,
making sure the water soluble packet is covered. The amounts of
EthylBloc® and Mixing/Buffer Solution are specified in the following
tables/boxes.]

. Following the addition of EthylBloc® to the Mixing/Buffer Solution, leave
the treatment area immediately. Make sure the area is sufficiently sealed.
See following application sections for details.

. POSTING: Signs should be posted on all potential entry points during
EthylBloc® treatment (for at least four hours or as otherwise recommended
in the Directions for Use). Signs should state “CAUTION. Do not enter
area. EthylBloc® treatment underway.” Posting is suggested as a means
of ensuring optimal effectiveness of EthyIBloc®.

. After the treatment period ends (see below tables/boxes for specified
treatment periods), ventilate treated areas with outside air before reentry.

. Remaining treatment solution can be disposed of on site or at an
approved waste disposal facility.

EthyIBloc® Technology
Last label revision June 21, 2000
Page 50of 10
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unit seals properly.

One way to help ensure a good seal where the plastic comes in contact with the
flooring is to use hydration solution. The treatment unit base is submerged in a
trough of hydration solution a few inches deep thus making a good seal where
gas cannot escape.

To use such a treatment area, follow the treatment instructions adjusting for
treatment volume and temperatures.

Cut Flower Hydration EthylBloc® Treatment Chamber. The top of the
chamber can be made of 4.0 to 6.0 mil polyethylene sheeting and a wooden
frame, or a single plastic piece that can fit into the bottom hydration tank, or
something similar. The bottom tank can be any size tub that is capable of
holding hydration solution and flowers. See drawing below.

Figure 1

Top plastic tent. Should
be made to fit into the
bottom hydration tank

EthyiBloc is released
into the top plastic tent
treating all of the
flowers inside the tent.

Bottom tank is about 15-20cm high and full of solution. The flowers
sit in this solution and hydrate while being treated with MCP

[{Optional text for similar text above in box} Bottom tank is about 6 to 8 inches
(15-20 cm) high and full of hydration solution. The flowers sit in this solution and
hydrate while being treated with EthylBloc®.]

Place the flowers in bunches or in buckets in the bottom tank. Place the top
plastic tent over the bottom holding tank. The tent’'s bottom edges must be able
to be submerged into the hydration solution in the bottom holding tank to insure
a seal. Follow Treatment ...structions making sure the EthylBloc® mixture
remains separate from the hydration solution throughout the treatment.

EthyiBloc® Technology
Last label revision June 21, 2000
Page 9 of 10
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WARRANTY AgroFresh, li.., warrants that this material conforms to the
chemica’ “escription on the label. AgroFresh, Inc, neither makes nor authorizes
any agent or representative to make any other warranty of fitness or of
merchantability, guarantee or representation, express or implied, conceming this
material. The maximum liability for breach of this warranty shall not exceed the
purchase price of this product. AgroFresh, Inc’s maximum liability for breach of
this warranty shall not exceed the purchase price of the product. Buyer and user
acknowledge and assume all risks and liabilities resulting from the handling,
storage and use of this material, whether or not in accordance with directions.

EthyiBloc® Technology
Last label revision June 21, 2000
Page 10 of 10
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January 27, 2004

Office Of Pesticide Programs (7511C)

Biocides and Pollution Prevention Division veee
U.S. Environmental Protection Agency ‘eses’
Room 266A, Crystal Mall 2 e e
1921 Jefferson Davis Highway veeene vl
Arlington, VA 22202-4501 s ° . eoee
Attention: Mr. Driss Benmhend Teo? A :.
Dear Mr. Benmhend: et ...:..
Re: EthylBloc™ Technology Lo

EPA Registration No. 71297-1
Active Ingredient = 1-Methylcyclopropene
PR Notice 2001-1

PR Notice 2001-1 requires registrants it Aid Statements on their
pesticide product labels and contains recomimenacu 1avel language. Enclosed are five
copies of the label for EthylBloc™ Technology which has been modified according to the
recommendations in PR Notice 2001-1. The changes on the label are highlighted in red.

Please let me know if you have any questions or need any further information.

incergyy,
, g

« l Do 7/ &/ Ve

\~ obert H. Larkin
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DP BARCODE: D283045

CASE: 063215 DATA PACKAGE RECORD DATE: 05/15/02
SUBMISSION: S615722 BEAN SHEET Page 1 of 1

* % * CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 320 AMD-LBL REV-DAT REQ H/E R
CHEMICALS: 224459 Cyclopropene,l-methyl- (7CI,8CI,SCI) (CA INDEX NAM 0.1400%

ID#: 071297-00001  ETHYLBLOC

COMPANY: 071297 AGRO FRESH INC.

PRODUCT MANAGER: 90 JANET ANDERSEN 703-308-8128 ROOM: CS1 S5TH FL
PM TEAM REVIEWER: DRISS BENMHEND 703-308-9525 ROOM: CS1 S5TH FL
RECEIVED DATE: 01/08/02 DUE OUT DATE: 07/07/02

INFORMATION * * =*
DP BARCODE: 2830495 E SENT: 05/15/02 DATE RET.: / /

'HEMICAL: 224455 C_ (7CI,8CI,9CI) (CA INDEX NAME)
P TYPE: 001

CSF: N LABEL: N
ASSIGNED TO DATE 1IN DATE OUT ADMIN DUE DATE: 10/02/02
DIV : BPPD / / / / NEGOT DATE: / /
BRAN: BPPD-IO / / / / PROJ DATE: / /
SECT: IO / / / /
REVR : / / / /
CONTR: / / / /

* * * DATA REVIEW INSTRUCTIONS * * *

Attached, you will find the following study submitted in
support of the tolerance exemption for i-Methylcyclopropene:
* Inhalation Developmental Tox. Study in Rats MRID #

454586-08.

Please expediate this review

Thanks

Driss
* * * DATA PACKAGE EVALUATION * * *

No evaluation is written for this data package

* * + ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * *
DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL
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DP BARCODE: D283051

CASE: 063215 DATA PACKAGE RECORD DATE: 05/15/02
SUBMISSION: S615723 BEAN SHEET Page 1 of 1

* * * CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 320 AMD-LBL REV-DAT REQ H/E R
CHEMICALS: 224459 Cyclopropene,l-methyl- (7CI,8CI,9CI) (CA INDEX NAM 0.1400%

ID#: 071297-00001 ETHYLBLOC
COMPANY: 071297 AGRO FRESH INC.

PRODUCT MANAGER: 920 JANET ANDERSEN 703-308-8128 ROOM: CS1 5TH FL
PM TEAM REVIEWER: DRISS BENMHEND 703-308-9525 ROOM: (CS1 5TH FL
RECEIVED DATE: 01/08/02 DUE OUT DATE: 07/07/02

* * * DATA PACKAGE INFORMATION * * *

P BARCODE: 283051 EXPEDITE: N DATE SENT: 05/15/02 DATE RET.: / )/
iHEMICAL: 224459 Cyclopropene,l-methyl- (7CI,8CI,9CI) (CA INDEX NAME)
P TYPE: 001
CSF: N LABEL: N
ASSIGNED TO DATE 1IN DATE OUT ADMIN DUE DATE: 10/02/02
DIV : BPPD / / / )/ NEGOT DATE: / )/
BRAN: BPPD-IO / )/ / )/ PROJ DATE: / )/
SECT: IO / / / /
REVR : /7 !/ /
CONTR : /! / /7

* * * DATA REVIEW INSTRUCTIONS * * *

Attached, you will find the following studies submitted in
support of the registration of EthylBloc containing the ai.
1-Methylcyclopropene:

1- Product Chemistry MRID# 454586-01

2. Analytical Method MRID# 454586-02

3. Physical Cem.Charact. MRID# 454586-03
4. Acute Dermal Tox. MRID# 454586-04

5. Skin Irritation MRID# 454586-05

6. Eye Irxrritation MRID# 454586-06

7. Dermal Sensitization MRID# 454586-07

Please review and comment
Thanks
Driss
* * * DATA PACKAGE EVALUATION * * *
No evaluation is written for this data package

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * =* *

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL
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. MAY. 137 02(WED) 13:03 ROHM AND HAAS TOXICOLOGY DEPT. TEL:215 619 1618 P. 005

Child apple consumption:
Amount of residue child could eat based on acute NOEL

Single day exposure: 56 mg/kg/day x 10 kg = 560 mg or 560,000 ug
This is the amount that could be consumed by a child on any single day.

An apple weighing 0.2 kg that contains 4 ug /kg reside (or 4 ppb) will have 0.8 ug of
residue in each apple.

Amount of apples could be consumed in a single day by child =
560,000 ug + 0.8 ug per apple = 700,000 apples

Conclusion: a child would need to consume 700,000 apples on a single day.

Amount of residue child could eat based on subchronic NOEL

Single day exposure: 9 mg/kg/day x 10 kg = 90 mg or 90,000 ug
This is the amount that could be consumed by a child every day.

An apple weighing 0.2 kg that contains 4 ug /kg reside (or 4 ppb) will have 0.8 ug of
residue in each apple.

Amount of apples could be consumed in every day by child =
90,000 ug + 0.8 ug per apple = 112,500 apples

Conclusion: a child would need to consume 112,500 apples every day.

o= >

MAY-15-2002 13:21 215 619 1618 97% P-g 1 5
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*Inert ingredient information may be entitled to confidential treatment*

m—- - (L] o9 - o —— — A — ——

j INDEPENDENCE MALL WEST, PHILADELPHIA, PA 19106-2398 USA
TELEPHONE (215) 592-3000 CENTRAL FAX {215) 5923377 E

June 28, 2001

[

Document Processing Desk (APPL)

Office of Pesticide Programs (7504C) - RHL-01-100

U. S. Environmental Protection Agency . feecce

Mr. Driss Benmhend ' 5. e <
Biopesticides and Pollution Prevention Division B Sl "

Room 266A, Crystal Mall 2 Kaa s

1921 Jefferson Davis Highway ‘ ceees” -
Arlington, VA 222024501 - g 5

Dear Mr. Benmhend:

Subjects:  AgroFresh™ Technology (EPA Regis. No. 71297-) F
Active Ingredient = 1-Methyicycloptepene

Application for Section 3 Registration for Indoor Use on Post-Harvested

Fruits and Vegetables

)

AgroFresh, Inc., a fully-owned sybsidiary of Rohm.an
application for a Section 3 registration for the product Sma X
containing 3.3% 1-methylcyclopropeyfe (1-MCP) active mT
. for indoor use on post-hagfest fruits and végetab
EPA as a plant growth regulator sjf i

was rcgistercd'for nork
(EPA Regis. No. 71297-1).

AgroFresh, Inc. (formerly BioTechnologies for Horticulture, Inc.) submitted a
petition for an exemption from the requirement of tolerances for 1-MCP residues on food
commodities (PP 06144) in April, 2000 in support of a label amendment for indoor use of
EthylBloc technology (0.14% 1-MCP) on post-harvest fruits and vegetables. The Notice of
Filing was published in the Federal Register in June, 2000. Additional studies, including a
preliminary '*C-1-MCP apple residue study, mutagenicity studies and a two-week rat
inhalation study conducted with 1-MCP gas, and a dietary and worker risk assessment
document, were submitted to the Agency on 06 Apr01 in support of our 1-MCP exemption
from tolerance petition (S. Longacre to D. Benmhend; SLL-01-084). Studies presently at the
Agency demonstrate that negligible residues (< 0.009 ppm) on apples will result from the
indoor post-harvest use of 1-MCP, that 1-MCP is not mutagenic or acutely toxic, and that
large margins of safety exist for 1-MCP for both consumers and workers. We believe that
sufficient data have been submitted to the Agency to support the granting of the exemption
from the requirement of tolerances for 1-MCP residues on food commodities.

W) 4. | 120
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P UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
im% WASHINGTON, D.C. 20460 i
<

‘b‘t PROTE
SEP 2 1 2001
OFFICE OF
PREVENTION, PESTICIOES
AND TOXIC SUBSTANCES

Robert H. Larkin, Ph.D.

Director, Agricultural Chemicals

Registration and Regulatory Affairs Department
Agrofresh, Inc./Rohm and Haas Company

100 Independence Mall West

Philadelphia, PA 19106

Subject: Pending application 71297-E, your application dated June 28, 2001
received by the Agency.
Product Name: SmartFresh™

Dear Mr. Larkin:

All data submitted to the Agency to support registration actions must conform to a
standard format, organization, and other requirements described in Pesticide Registration Notice
(PRN) 86-5 dated July 29, 1986. This notice was mailed to all registrants on record with the
Agency at that time and is currently available on the Internet (www.epa.gov/PR_Notices/).

All incoming data are screened for compliance with the PR Notice. Data that are in
compliance are assigned Master Record Identification Numbers (MRIDs), microfilmed and
forwarded for appropriate action. Data that do not comply with the requirements of the Notice
are not admitted into the system. Such data must be brought into compliance with the PR Notice
before the data can be given further consideration in support of the regulatory action for which
the data were submitted.

The data submitted in connection with the proposed action listed above have been found
deficient with respect to the requirements of PRN 86-5. The deficiencies are identified in the
enclosed comments from the Information Services Branch of the Program Management and
Support Division.

Biopesticides and Pollution Prevention Division will hold associated documents for 75
days to give opportunity to resubmit the supporting data in acceptable form. If you have not
done so by that time, the application and other associated documents may be administratively
withdrawn from further consideration without notice to you, in accordance with policies
established by PR Notice 75-4 dated August 27, 1975.




P

Should you wish to pursue the registration of your product after the application his been
withdrawn you will have to submit a complete new application. ’

If you choose to resubmit your data you should enclose a copy of this letter and the
enclosure to identify the data as.a corrected resubmission of data previously found deficient with
respect to PRN 86-5. Only resubmit those items of data for which no MRID numbers were
assigned. If any of your previous items was assigned an MRID number, do not resubmit that
particular item of data, but simply refer to it by title and by the assigned MRID number.

Should you have any questions, please feel free to contact Driss Benmhend at
(703) 308-9525.

Sincerely,

c

heryl K. Retlly, P(.D., Chie

Biochemical Pesticides Br.

Biopesticides and Pollution Prevention
Division (7511C)

Enclosure

cc: Driss Benmhend, RAL
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U.S5. ENVIRONMENTAL PROTECTION AGENCY -
QOffice of Pesticide Programs G 3 .o

AGROFRESH, INC./ROHM AND HAAS COMPANY
100 INDEPENDENCE MALL WEST
PHILADELPHIA, PA 19106

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 07/03/01. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your data submittal was found to be partially in
compliance with the standards for submission of data
contained in PR Notice 86-5, with the exceptions noted
below. A copy of your transmittal bibliography is
enclosed, annotated with the Master Record ID's (MRIDs)
assigned to each document accepted. Please use these
numbers in all future references to these documents.
If deficiencies were found which apply to individual
accepted studies, they are listed below following the
applicable MRID. Any document which has been assigned a
MRID has been accepted under PR Notice 86-5. If any
comments related to a MRID appear on this report, they
~are provided for your information and reference when
preparing future submissions. Some individual documents
were not acceptable, and all copies are being returned
to you for correction for the reasons indicated below.
These rejected studies have been assigned separate
identification numbers which are annotated on both the
enclosed bibliography and the rejected document labels.
The rejected studies and their deficiencies are
described below.

Rejected study ([01]
* No title page was included for this study.
You must include one of the two acceptable statements
of data confidentiality claims under FIFRA section
10(d) (1) (A}, (B), or (C) as the second element in each
study. The language of two alternative forms of the
Statement of Data Confidentiality Claims, shown in
Attachment 3 of PR Notice 86-5, cannot be altered. See
pages 8 and 13 cof the Notice.

Rejected study [02]

* Each study which contains a claim of confidentiality

126




under FIFRA 10(d) (1) (A), (B) or (C) must be prepared
with a releasable part of the study as well as a
confidential attachment. The releasable part of the
study must contain a title page, confidentiality claim
statement, any data not protected by the above
mentioned FIFRA section and cross reference(s) to
protected data which can be found in the confidential
attachment. See p. 8 of PR Notice 86-5.

Rejected study [03]

* FEach study which contains a claim of confidentiality
under FIFRA 10(d) (1) (A), (B) or (C) must be prepared
with a releasable part of the study as well as a
confidential attachment. The releasable part of the
study must contain a title page, confidentiality claim
statement, any data not protected by the above
mentioned FIFRA section and cross reference(s) to
protected data which can be found in the confidential
attachment. See p. 8 of PR Notice 86-5. o
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MAY. =157 02 (WED) 11:59 ROHM AND HAAS TOXICOLOGY DEPT. TEL:215 619 1618 P. 001
HisToRY
Aere Faosh
; 1o EPA

7U/l€, 28;200‘ ~ Dedvued Stvelies
Sep. 21,2001 — EPA nohfied Agmfresh Fhot 23 shdies
i Lere reJ'ecJ-ed under PR §6-5

- A‘SWFN—SH urak ‘l’w (?leJ-pr Shgﬁps were I'Zo'f-

Oct. T, 2001
meant b sShwd alene, bt gre nclueled ag
Appenclices to Series 830 Goup A (mRio sy STbol)
Dec | 200! — LaHer_o\C Oct. 9, Looh! s retvrned b AqrFarsh
as undeliverakle |
. TJan. 2, Joold — Aijwsh resvbmts Lalben oTr Ct 9, Leo| U‘S"‘j VA>
nito Adclre 55 (l}.hshinahn} DC inskad of Av"ﬂj{"”u

May 15, 2002

To:  DRiss BENmHEND
US. EPA

FAX < Fo5-308-702¢
KE: A 6ROFRESH/Lotm AND HAAS ScBrssions oF JUNE 28, 200/

Flom: GEORGE A. HAZELTON, Ph.0.
SENIOR TOXICOLOGIST

RQHM AND HAAS COMPANY
RESEARCH LABDRATORIES

727 NORRISTOWN RDAD P73 80x 804
SPRING WQUSE PENNSYLVANIA 19477.0p0¢
1216) §41-7473  faX. 12151 6181529 !

E-MALL ASTOGHRADHMHAAS. CoMm

#PACES = |0
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Ormulation

m(0).14% MCP EthviBloc™
m5.3% MCP Smartlresh™

B Other components arc_

B Powder can be manually or automat cally
mixed with water to release T-Nid

B \orolresh. Inc. s subsidiary name.
stbstdiary of Rohm and THaas Comnony



138



139



140



141



142



143



144



145



146



147



148



149



150



151



152



153



154



155



156



157



158



159



160



161



162



163



164



165



166



167



This An ACCEPTED submission
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this target. They will try their best but stated that meeting the June 1 target will be a real
stretch for them. AgroFresh requested that BPPD give first priority to approval of the
newer 3.3% formulation of 1-MCP, brand name SmartFresh.

Action Points:

1. AgroFresh to hand deliver studies to Front End Processing Desk (done -
December 14, 2001).

2. D. Benmhend to send electronic template for tolerance approval to R. Larkin
(done - December 7, 2001).

3. R. Larkin to send draft summary of meeting to D. Benmhend for agreement (done
with this submittal).

4. R. Larkin to send D. Ben—"end update of data matrix, Notice of Filing and labels
for EthylBloc Technology and SmartFresh.

Thank you for arranging the meeting. We appreciated the opportunity to discuss this
novel and exciting technology. We are committed to provide any additional information
to help expedite your review and approval process to make this technology available to
the apple industry for the 2002 harvest.

Sincerely,

Robert H. Larkin
Regulatory Director

1
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James Hollins To: Driss Benmhend/DC/USEPA/US@EPA
cc: Shery! Reilly/DC/USEPA/US@EPA

01/18/02 11:14 AM Subject: Re: lnquiriesD

Driss,

| could not find a record of receipt for the two submissions you inquired about. If they were mailed
through the postal system, they are probably still in Ohio getting irradiated. If they were sent by
courier, under the names you listed, we have no record. Agri-Fos's submission must have been
mailed, because 12/22/01 was on a Saturday.

Jim
Driss Benmhend

Driss Benmhend To: James Hollins/DC/USEPA/US@EPA
01/18/02 09:36 AM cc: Sheryl Reilly/DC/USEPA/US@EPA
) Subject: Inquiries

| would like to know if you have the following submissions:

1. Agrofresh Co. EPA Reg. #: 71297-1 or Petition (OF6144). Applicant claims that they submitted
data to FRP on 12/14/01
2. Agri-Fos Reg # 71962-R. According to the applicant submission was done on 12/22/01

Thanks for your assistance

Driss Benmhend

United States Environmental Protection Agency
Biopesticides and Pollution Prevention Division
Biochemical Pesticides Branch

(703) 308-9525

E-mail: benmhend.driss@epa.gov
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editorial@fedweek.co To: Driss Benmhend/DC/USEPA/US@EPA
m cc:

01/30/02 01:57 PM
Please respond to
Mike Causey Column
Readers

Date: Wednesday, January 30, 2002
To: All Federal Agencies and Employees
RE: Your Social Security and Medicare Benefits

(AR RRERERRRERERRRERERRERRRRRRRRRRRRRRRRRRRRRERRRERE SRS

The Social Security/Medicare Handbook for Federal
Agencies, Employees & Retirees--Only $9.95
http://www.fedweek.com/Publications/default.asp

This comprehensive easy-to-follow guide is NOT a
Dot Com download, government handout or pamphlet.
It is a professionally printed publication that
was written by our veteran team of experts with
over 50 years of experience on your pay and

benefits. Please continue reading...
I EEEE R R EEREERERERERRR R R R R R R R R R R R RRRRERRERRRRRRR R R R R REE,]

Dear Federal Employee:

Social Security and Medicare are easily the two most
misunderstood benefits that federal employees, postal
workers and retirees have. In years past, these employees
didn’t really need to know too much about these programs
because they were under a separate retirement and disability
benefits package, the Civil Service Retirement System,

and didn't stand to get benefits from Social Security.
Social Security and Medicare, largely were for somebody
else--not them.

Not anymore. All that changed several years ago and these
big changes in the benefits picture are just now hitting
home for many federal employees and postal workers. With
Social Security and Medicare now playing so important a
role in your financial future, you can no longer afford to
ignore them. It’s vital that you understand just what types
of benefits you're accumulating, what level of benefits you
stand to receive, what provisions might reduce or even
eliminate them, and how they interact with your other
benefits—in sum, how to best position yourselves to get the
most out of these two key programs.

Again, never before has there been such a huge need for this
information. That'’'s why FEDweek has published its new Social
Security/Medicare Handbook for Federal Employees

& Retirees. Until now, there has never been a comprehensive,
easy-to-understand handbook for federal employees and
retirees that fully explains not only those programs but

Subject: Your Social Security & Medicare Benefits
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also how they dovetail (and, in some cases, conflict) with
the federal government’s retirement and health insurance
programs. Take a look at a partial table of contents for this
all-new handbook:

Section I: Social Security

Overview

Earning Credits

Credit for Military Service

Calculating Benefits

The Windfall Elimination Provision

The Government Pension Offset

Social Security’s Role In Federal Retirement Benefits
Social Security’s Role in Federal Retirement Decisions
Family Benefits

Survivors Benefits

Social Security Disability Benefits

Social Security and Federal Retirement Disability Benefits
Supplemental Security Income

After Benefits Begin

The Earnings Test

Taxation of Social Security Benefits

Administrative Matters and Resources

Section II: Medicare
Overview

FEHB and Medicare

Medicare Part A

Medicare Part B

Managed Care (HMOs)

'Medigap' Policies

Private Fee-for-Service Plans
Rights, Protections and Appeals
Frequently Asked Questions
Resources

“This Social Security/Medicare Handbook fills a great need for
federal agencies, employees and retirees. You'll find 1t very
useful, informative and indispensable. And we prepared it

just for you."

Don Mace, Publisher

IR R R EE R AR EE SRR R R RS RRR RS R R LSRRl Rl R Rl RRRRERRREEEERES:]

The Cost of The Social Security/Medicare Handbook for Federal
Employees & Retirees is only $9.95 (plus $3.75 s&h) and you can
order it directly through our “Publications” section of our
website: http://www.fedwee¢' .com/Publications/default.asp or

by calling our 24 hour to..-free order line (888) 333-9335.

You may also mail your order with payment ($13.70) to:

FEDweek, PO Box 5519, Glen Allen, VA 23058.

AR SRR R ERRE SR RRRRRRRRRRRRRRRREER Rl Rl E R Rl SRRl Rl ESRERES]

Group/Agency Discounts Available!
This publication is available in bulk quantities for federal
agency distribution with quantity discounts. You can see the
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*Privileged internal deliberative and attorney-client communication*

Sheryl Relily To: Driss Benmhend/DC/USEPA/US@EPA
m 06/11/01 04:35 PM -

Subject: Final Rule : Temp. tol. ex. from a NOF for a permanent exemption

Driss, here is a note from OGC regarding a situation sim. to what we discussed this a.m.
Do you think we could do this for MCP?

Sheryl
----- Forwarded by Sheryl Reilly/DC/USEPA/US on 06/11/2001 04:34 PM -----
_ Suzanne Krolikowski To: Sheryl Reilly/DC/USEPA/US@EPA

Subject: Re: LPE Final Rule?@

Attorney-Client Advice
Privileged and Confidential
Do Not Disclose

Sheryl:
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*Privileged internal deliberative and attorney-ciient communication*

Suzanne Krolikowski
(202) 564-5632
EPA's Office of General Counsel

Shery! Reilly
Sheryl Reilly To: Suzanne Krolikowski/DC/USEPA/US@EPA
05/18/2001 08:08 cc: Carol Frazer/DC/USEPA/US@EPA
A!://l e . Subject: LPE Final Rule?

Sheryl

--— Forwarded by Sheryl Reilly/DC/USEPA/US on 05/18/2001 08:03 AM --—-
Carol Frazer To: Sheryl Reilly/DC/USEPA/US@EPA
05/17/2001 05:01 PM -

Subject: LPE Final Rule?

Sheryl,
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Suzanne Krolikowski To: Mike Mendelschn/DC/USEPA/US@EPA
cc: Driss Benmhend/DC/USEPA/US@EPA, Janet
04/25/01 05:20 PM Andersen/DC/USEPA/US@EPA, Roger Gardner/DC/USEPA/US@EPA,
Russell Jones/DC/USEPA/US@EPA, Sheryl
Reilly/DC/USEPA/US@EPA
Subject: Re: REVISED VERSION: Question about tolerance exemptlon@

Attorney-Client Advice
Do Not Disclose
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*Privileged internal deliberative and attorney-client communication*

Suzanne Krolikowski
(202) 664-6632
EPA's Office of General Counsel

Mike Mendelsohn
Mike Mendelschn
M \\<7 04/20/01 07:21 AM

Suzanne,

To: Suzanne Krolikowski/DC/USEPA/US@EPA
cc: Driss Benmhend/DC/USEPA/US@EPA, Janet
Andersen/DC/USEPA/US@EPA, Roger Gardner/DC/USEPA/US@EPA,
Russell Jones/DC/USEPA/US@EPA, Sheryl
Reilly/DC/USEPA/US@EPA
Subject: Re: REVISED VERSION: Question about tolerance oxemption@

Suzanne Krolikowski

Y _ Suzanne Krollkowski
04/19/2001 07:46 PM

Attormney-Client Advice
Do Not Disclose

Mike

To: Sheryl Reilly/DC/USEPA/US@EPA
cc: Driss Benmhend/DC/USEPA/US@EPA, Janet
Andersen/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell Jones/DC/USEPA/US@EPA
Subject: Re: REVISED VERSION: Question about tolerance exemnﬁong
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*Privileged internal deliberative and attorney-client communication*

EPA’'s Office of General Counsel

Sheryl Reilly

Sheryl Reilly To: Suzanne Krolikowski/DC/USEPA/US@EPA
cc: Driss Benmhend/DC/USEPA/US@EPA, Janet
Andersen/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell Jones/DC/USEPA/US@EPA
Subject: Re: REVISED VERSION: Question about tolerance exemptiana

04/19/2001 09:40 AM

Thanks,
Sheryl

195




196



.
Y

Page No.
10/22/01

NUM DATE

0001 09/19/01

0002 03/28/01

0003 03/28/01

0004 05/09/96

0005 05/08/95

0006 06/24/94

LNAME

Brenmhend/Rey

nolds

Alphin

Wang

Nair

Sietske de
Noer

Harde

Pesticide Product,

Applications

AFFIL

EPA

Valent

Vvalent

Valent

Novo Nordisk

Novo Nordisk

OPP #30514

TITLE

Pesticide
Product
Registration
Application (FR
Notice)

Florbac Lurry
Biological
Application for
Registration

Physical and
Chemical
Properties of
VBC-60008, MRID
#453756-01 ("C"
Document - See
Docket Staff)

HPLC Assay for
B-Toxin oin
Florbac Strain
NB200 Technical
Powder, MRID
#453756-02 ("C*
Document - See
Docket Staff)

Florbac Tech
Batch BEB 003
Intratracheal
Toxicity.......
MRID
#453756-03 ("C"
Documents - See
Docket Staff)

Bt susp. aizawai
- Acute Oral
Toxicity/Pathoge
nicity Study in
Rats Dosed
Florbac Tech,
MRID #453756-04
("C" Document -
See Docket
Staff)

Registration

PAGES

12

25

12

85

42

DOC
TYPE
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Page No. 2
10/22/01
Pesticide Product, Registration
Applications
OPP #30514

NUM DATE LNAME AFFIL TITLE PAGES DOC
TYPE

0007 06/06/94 Jacobsen Scantox Florbac Tech - 13 C
Acute Dermal
Toxicity in the
Rat, MRID
#453756-05
("C" Document -
See Docket
Staff)

0008 08/16/95 Harde Novo Nordisk BT subs. aizawai 41 C
- Acute
Intravenous
Toxicity
/Pathogenicity
Study in Rats
Dosed Florbac
Tech, MRID
#453756-06 ("C"
Document - See

Docket Staff)

0009 03/08/95 Sietske de Novo Nordisk Florbac Tech 11 C
Boer Batch BEB 0035 -
Primary Skin
Irritation Skin
Rabbits, MRID
#453756-07 (wCn
Document - See
Docket Staff)

0010 01/13/95 Sietske de Novo Nordisk Florbac Tech, 14 C
Boer Batch BEB 0035
Eye Irritation
in Rabbits,
MRID
#453756-08 ("C"
Document - See
Docket Staff)

0011 03/21/95 Campbell Wildlife Florbac Tech: An 41 C
International Avian Oral
Pathogenicity
and Toxicity
Study in the
Northern
Bonwhite, MRID
#453756-09 ("Cn
Document - See
Docket
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Page No. 3
10/22/01

NUM DATE LNAME

0012 03/21/95 Campbell

0013 09/08/04 Memmert

0014 09/08/94 Memmert

0015 06/02/95 Palmer

0016 06/02/95 Palmer

Pesticide Product, Registration
Applications

AFFIL

Wildlife
International

RCC
Umweltchemie
GmbH & Co

RCC
Umweltchemie
GmbH & Co

Wildlife
International

Wwildlife
International

OPP #30514

TITLE PAGES DOC
TYPE

Florbac Tech: An 44 C
Avian Oral

Pathogenicity

and Toxicity

Study in the

Mallard, MRID

#453756-10 ("C"

Document - See

Docket Staff)

Chronic Toxicity 40 C
and

Pathogenicity of

Florbac

MRID
#453756-11 ("C"
Documents - See
Docket Staff)

Influuence pf 32 C
Florbac Tech. on
Survival and
Reproduction of

Daphnia Magna

in a Semistatic

Test, MRID

#453756-12 ("C"

Document - See

Docket Staff)

Dietary 28 C
Pathogenicity

and Toxicity

Study

w/Parasitic

Hymenoptera,

MRID #453756-13

("C" Document-

See Docket

Staff)

Florbac Tech: 31 C
Dietary
Pathogenicity
and Toxicity
Study w/the
Ladybird
Beetle, MRID
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#453756-14 ("Cv
Document - See
Docket Staff)
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Page No. 4
10/22/01
Pesticide Product, Registration
Applications
OPP #30514

NUM DATE LNAME AFFIL TITLE PAGES DOC
TYPE

0017 06/02/95 Palmer Wildlife Florbac Tech: 29 C
International Dietary
Pathogenicity
and Toxicity
Study w/Green
Lacewing

Larvae, MRID
#453756-15 ("C"
Document - See

‘ Docket Staff)

0018 06/02/95 Palmer wildlife Florbac Tech: 30 C
International Dietary
PAthogenicity
and Toxicity
Study w/the
Honey Bee, MRID
#453756-16 ("C"
Document - See
Docket Staff)

0019 06/25/01 Tinsworth Novigen Registration 3¢C
Application for
a New Active
Ingredient
Amplify Sprout
. Inhibitor...... M
RID #454388-00
(C"C Document -

See Docket
Staff)

0020 02/12/01 San BioReliance InVitro 35 C
Mammalian Cell
Gene Mutation
Test, MRID
#454388-01 ("C"
Document -
See Docket
Staff)

0021 06/25/01 Polakoff Platte Summary Report: 8 C
Chemical Co. Amplify
(2,6-DIPN)
1999-2000
Experimental Use
Permit,
MRID #454388-02
("C Document -
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. - See Docket
Staff)
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Page No. 5
10/22/01

NUM DATE LNAME

0022 06/15/01 Novigen
Sciences, Inc

0023 06/25/01 Polakoff

0024 10/12/01 Jensen

0025 10/19/01 Olberding

¥ ok Total ¥ ok

Pesticide Product, Registration

Applications
OPP #30514

AFFIL

Novigen

Novigen
Sciences

Washington
State Potato
Commission

National
Potato Council

TITLE

Amplify Sprout
Inhibitor

Technical..... MR

ID #454388-03
("C" Document -
See Docket
staff)

Chronic and
Acute Dietary

Risk Assessment:

2,6-DIPN on
Potatoes,

MRID $#454388-01
("C" Document
-See Docket
Staff)

Pesticide
Product
Registration
Application (FR
Notice)

Comments Re:
Pesticide
Product
Registration

Application DIPN

(Amplify)

PAGES DOC

TYPE

84 C

675
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I Suzanne Krolikowski To: Sheryl Reilly/DC/USEPA/US@EPA
" cc: Driss Benmhend/DC/USEPA/US@EPA, Janet
04/19/01 07:46 PM Andersen/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA
Subject: Re: REVISED VERSION: Question about tolerance exemption[Z3

Attorney-Client Advice
Do Not Disclose

*Privileged internal deliberative and attorney-client communication*

219




x
c
9
)
©
o
c
=
S
S
o
(&)
e
c
2
(&
1
>
o
c
[ 4
[}
]
-]
©
©
c
©
(]
2=
)
©
| 99
o
o
()
©
©
c
| 59
()
]
=
©
()
O
Q@
2
[ S
o
*

L

Suzanne Krolikowski
(202) 564-5632
EPA's Office of General Counsel

Sheryl Reilly

Sheryl Reilly
04/19/2001 09:40 AM

To: Suzanne Krolikowski/DC/USEPA/US@EPA
cc: Driss Benmhend/DC/USEPA/US@EPA, Janet
Andersen/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russeli
Jones/DC/USEPA/US@EPA
Subject: Re: REVISED VERSION: Question about tolerance exemptionfs
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*Privileged internal deliberative and attorney-client communication*

Suzanne Krolikowski To:
04/18/01 09:49 AM »

Subject:

Attorney-Client Advice
Do Not Disclose

Janet Andersen/DC/USEPA/US@EPA

Driss Benmhend/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, Sheryl Reilly/DC/USEPA/US@EPA
Re: Question about tolerance mmptioné

Janet Andersen

Janet Andersen To:
04/18/2001 07:08 AM cc:

Subject:

Suzanne Krolikowski

Suzanne Krolikowski To
04/17/01 06:48 PM -

Subject:

Attorney-Client Advice
Do Not Disclose

Janet and Sheryl,

Suzanne Krolikowski/DC/USEPA/US@EPA

Driss Benmhend/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, Sheryl Reilly/DC/USEPA/USQEPA
Re: Question about tolerance exempti@né

: Janet Andersen/DC/USEPA/US@EPA
: Driss Benmhend/DC/USEPA/US@EPA, Mike

Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, Sheryl Reilly/DC/USEPA/US@EPA
Re: Question about tolerance exemptioné
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Janet Andersen

Janet Andersen
04/17/2001 04:58 PM

Shery! Reilly

Sheryl Reilly
§ 04/17/01 02:30 PM

Hi, Suzanne,

To: Sheryl Reilly/DC/USEPA/US@EPA
cc: Driss Benmhend/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, Suzanne
Krolikowski/DC/USEPA/US@EPA
Subject: Re: Question about tolerance exemptiongs

To: Suzanne Krolikowski/DC/USEPA/US@EPA
cc: Driss Benmhend/DC/USEPA/US@EPA, Mike
Mendelsohn/DC/USEPA/US@EPA, Roger
Gardner/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA, (bcc: Janet Andersen/DC/USEPA/US)
Subject: Question about tolerance exemption
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*Inert ingredient information may be entitled to confidential treatment*

Mr. Benmhend
02Feb01
Page 3

AgroFresh™ Technology:

We have developed a process to manufacture a 3.3% 1-MCP in il
I formulation. The brand name for this 3.3% product will be AgroFresh™
Technology. This formulation will be much more convenient to use for food-use
treatment compared to the 0.14% formulation. The maximum amount of ai released
into a treatment room will remain at 1 ppm v/v regardless which formulation (3.3%
or 0.14%) is used. The difference is that it will take only about 1/25th as much of the
3.3% product to accomplish this compared to the 0.14% product.

3.3% Product EUP:

| showed several plctures to give the flavor of how big commercial apple storage
facilities really are. A 2500 m® storage room (about 30 feet wide, 70 feet long, 35 feet
high) will contain about 2000 bins of apples (each bin = 900 Ib apples), thus each room
contains about 1,800,000 Ib of apples. You indicated that an EUP for 180 room-
treatments, which would utilize 3% of total US harvested apples, would not be approved.
We probably would not get approval for an EUP much different from our current 6 trial
EUP for the 0.14% formulation. We would need to clarify expected learnings from a
new EUP. Your advice is to wait until the review of our exemption from tolerance
petition is completed at the end of February to see if anything else would be required
before submitting an EUP for the 3.3% product. The EUP for the 3.3% product would
need to be crop destruct in the absence of the tolerance exemption approval. It might
be best simply to submit the 3.3% Section 3 petition as soon as possible, butitis «*°*°,
unlikely that this petition would be reviewed and approved by end of July/early Aug QI"'
time for the apple post-harvest treatment season. H .,°

l [ X ) . ..

We briefly discussed a proprietary 1-MCP releasing system in which 2 wstorpm-
designed generator already containing the powdered 1-MCP formulation Was Shipped* o ®
the customer. The customer would add water, turn on the CO, tank, push tH¢ plungéﬁe :
mix the powder with the water, and the worker would immediately leave anci §g'al the
room. This will likely result in negligible worker exposure. Our response to Valent 4ees
BioSciences’ comments contains a worker risk assessment, and shows acceptable *sees’
margins of safety even in worse-case situations. s

Alternate 0.14% Formulations:

We are considering two alternate formulations. The first would be 0.14% 1-
vcr, I This
formulation would facilitate the release of 1-MCP out of the aqueous solution and into
the atmosphere via effervescent action. You indicated that a Confidential Statement of
Formula plus a description of how the formulation is prepared submitted as an alternate
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*Inert ingredient information may be entitled to confidential treatment*

Mr. Benmhend
02Feb01
Page 4

formulation is probably all that is needed for approval of this formulation. The second
formulation would be 0.14% 1-MCP plus . You
indicated that a CSF submitted as an alternate formulation is likely all that would be
needed, since this alternate formulation is simply a different ratio of the inert ingredients
from an already approved formulation.

Additional Toxlcology and Residue Studies:

We discussed the ongoing studies we are conducting in support of our 3.3%
formulation petition. These studies include the following:

¢ Product chemistry;
e 5 acute tox studies conducted with 3.3% formulation;

¢ rat 4 hr acute inhalation and mouse in vivo micronucleus assay conducted with
1000 ppm viv 1-MCP gas; and

¢ 3 mutagenicity studies in which the agar plates or aqueous cell systems are exposed
to an atmosphere of 1000 ppm v/v 1-MCP gas.

These studies will be submitted in Mar ‘01 as part of our Section 3 and EUP
submissions for the 3.3% formulation.

We also discussed additional studies we are conducting or plan to conduct i i
support of our non-US 1-MCP registrations:

* Ratinhalation developmental toxicity (no developmental toxicity observed up to &nd' o’
including exposure to 1000 ppm v/v 1-MCP, report in preparation); ; ‘e e

* Rat two-week range-finding inhalation study (minimal biood and sple€f &H{dcts _°
observed, report in preparation); ot e

¢ Rat 90-day inhalation study (to initiate Feb ‘01, final report target 31ALYTY); -

e 'C-1-MCP small chamber apple residue study (methods development in progressf.®*

« 'C-1-MCP rat toxicokinetic study (to initiate Mar/Apr ‘01, final report target &
31Aug01).

You indicated that it is not likely that the reviews of the exemption from tolerance petition
or the 0.14% Sec 3 registration petition will be held up pending submission and review
of any or all of the developmental tox, two-week- or 90-day, or residue studies, since
final reports will not be available until later in the year. We will submit all 1-MCP tox and
residue final reports to you upon completion.




*Inert ingredient information may be entitled to confidential treatment*

Mr. Benmhend
02Feb01
Page §

Miscellaneous Items:

Action: D. Benmhend to insure MRID numbers are/were assigned for our 1-MCP
exemption from tolerance petition (Rohm and Haas Report 00R-1012) and our study
waiver document (Rohm and Haas Report AGREG-00-02) in support of the 0.14%

EthylBloc food use petition;

Action: D. Benmhend to facilitate review of our 26Sep00 submitted alternate formulation

)i

(0.14% 1-MCP,

Action: D. Benmhend to review our 24Aug00 submitted placard for truck flower use

instructions.

Please let me know if | have overlooked something or have not accurately
captured any key points or action items. | can be reached by phone (215-592-3581), fax
(215-592-3414), or Email (rstysi@rohmhaas.com) if you have any questions.

cc: Sheryl Reilly (EPA/BPPD)
Russell Jones (EPA/BPPD)
Freshteh Toghrol (EPA/BPPD)

George Hazelton (Rohm and Haas)

Sincerely,

//(7««&/ i

Stephen L. Longacre, Ph,D, ...

Product Registration Marfagér: sese

Agricultural Chemicals Regjairgtion “sess®
and Regulatory Affairs Department",
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e‘PIease"read instructions on reverse before completing form.

*Inert ingredient information may be entitled to confidential treatment*

5

SEPA

United States

Environmental Protection Agency

Washington, DC 20460

. o
Form Approved. OMB No. 2070-0060. Approval expires 05-31-98
Registration | OPP Identifier Number
X 275862
Amendment 267602—
Other

Application for Pesticide - Section |

1. Company/Product Number
71297-1

2. EPA Product Manager
Driss Benmhend

4, Company/Product (Name)
EthyiBloc® Technology

PM#

G2

3. Proposed Classification

[%] None

[ Restricted

5. Name and Address of Applicant (Include Zip Code)

AgroFresh, Inc. (formerly BioTechnologies for Horticulture, inc.);
a subsidiary of Rohm and Haas Company
100 Independence Mall West
Philadelphia, PA 19106-2399

O check if this is a new address

to:

EPA Reg. No.

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
(b)(1), my product is similar or identical in composition and labeling

Product Name:

Section - Il

.

Notification - Explain below.

Amendment - Explain below.

Resubmission in response to Agency letter dated

O

O
O

Final printed labels in response to
Agency letter dated

“Me Too” Application.
Other - Explain below.

Explanation: Alternate formulation for EthyiBloc (active ingredient = 1-methylcyclopropene) containing approximately || G

I ith 0.14% 1-methylcyclopropene.

Section - |l

1. Material This Product Will Be PackaigLed In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging | 2. Type of Container
Yes* Yes Yes Metal
No No No Plastic
If “Yes” No. per If “Yes” No. per Glass
* Certification must Unit Packaging wgt.  container | Package wgt container Paper
be submitted ' Other (Specify)
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
Label D Container On Label
On Labeling accompanying product
6. Manner in Which Label is Affixed to Product Lithograph E Other
Paper glued
Stenciled
Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)
Name Title Telephone No. (Inclugg Area Code)

Stephen L. Longacre, Ph.D. Product Registration Manager 215 - 592-3581 —

Certification 6. Date Application

| certify that the statements | have made on this form and all attachments thereto are trus, accurate and complete. Receivéd *,,*

| acknowledge t!\at any knowingly false or misleading statement may be punishable by fine or imprisonment or ) . -

both under applicable law. of oo (§tarpped)
2. Signature 3. Title | — S olhils

[ ] °
Mpf Z ”"74’/"9/ Product Registration Manager oo ee, .,
22000 [ ] [ X J
4. Typed Name 5. Date e "
Stephen L. Longacre, Ph.D. February 01, 2001 mOSCL

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete.

White - EPA File Copy (original)

Yelow yApplicant Copy
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g' 100 INDEPENDENCE MALL WEST, PHILADELPHIA, PA 18106-2393 USA
TELEPMGNE (215) 582-3000 CENTRAL FAX (215) 592-3377

*Inert ingredient information may be entitled to confidential treatment*

February 1, 2001

Document Processing Desk (AMEND)

Office of Pesticide Programs (7504C) SLL-01-042
U. S. Environmental Protection Agency :

Mr. Driss Benmhend

Biopesticides and Poliution Prevention Division

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202-4501

Dear Mr. Benmhend:

Subject: EthylBloc® Technology (EPA Regis. No. 71297-1)
Active ingredient = 1-Methylcyclopropene
Alternate Formulation Amendment

AgroFresh, Inc. (formerly BioTechnologies for Horticulture, Inc.), a fully-
owned subsidiary of Rohm and Haas Company, submits an alternate formulation for
EthylBloc® Technology which contains 0.14% 1-methylcyclopropene (1-MCP) active
ingredient. The proposed alternate formulation contains a maximum amount of
— compared to currently approved formulations of Ethlelocl. No
other ingredients have been added to the formulation, and the concentration of 1-
MCP active ingredient remains at 0.14%. A Confidential Statement of Formula (CSF)

showing the composition of the proposed new alternate formulation of EthyiBloc®
Technology is attached.

Please contact me by phone (215-592-3581), fax (215-592-3414), or email
(rstysi@rohmhaas.com) if you have any questions about this submission.

Sincerely,

PGl ™

Stephen L. Longacre, Ph.D.  ..5..°

Product Registration Manager

Agricuitural Chemicals Registration
and Regulatory Affairs Department

a
2
a
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*Inert ingredient information may be entitled to confidential treatment*

Y 3
B0 INDEPENDENCE MALL WEST  PHILADELPHIA, PA 19106-2399 U.S.A.
TELEPHONE (215) 592-3000 CABLE ADDRESS: ROHMHAAS  CENTRAL FAX {215) §92-3377

ROHM
December 12, 2000 HAAS

COMPANY

Mr. Driss Benmhend
Biopesticides & Pollution Prevention Division SLL-00-292
Office of Pesticide Programs (7511C) secele
U.S. Environmental Protection Agency % id
Room 902, Crystal Mall #2 T
1921 Jefferson Davis Highway ' sesees .
Arlington, VA 22202 :"": seesle
Dear Mr. Benmhend: P ..
Subject:  EthylBloc® Technology (EPA Reg. No. 71297-1) XTI

Active Ingredient = 1-Methylcyclopropene i

Request for Meeting
Proposed Meeting Agenda

| request a meeting between EPA BPPD and Rohm and Haas in early to mid
January, 2001 to discuss the following items:

1) Status/timing of 1-methyicyclopropene (1-MCP) exemption from the requirement of
tolerance petition;

2) Status/timing of EthyiBloc® technology (0.14% 1-MCP formulation) food-use
registration;

3) Timing of petition to amend current 0.14% EthylBloc apple EUP to crop non-destruct
EUP;

4) AgroFresh™ technology (3.3% 1-MCP formulation) apple Experimental Use Permit
filing and timing;

5) AgroFresh™ technology (3.3% 1-MCP formulation) Section 3 food-use registration
filing and timing;

6) Data requirements for a 0.14% 1-MCP alternate formulation containing largely i}
I -

7) Data requirements for a 0.14% 1-MCP alternate formulation containing
approximately

items 1 and 2: AgroFresh, Inc. (formerly BioTechnologies for Horticulture, Inc.),
a fully-owned subsidiary of Rohm and Haas Company, submitted a petition for an
exemption from the requirement of tolerances for 1-MCP residues on food commodities,
and a Section 3 registration petition for EthyiBloc technology use on fruits and
vegetables post harvest on 06Apr00. We would like to review the status and timing for
review of these petitions to help us with our commercial planning.
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-

D. Benmhend
12Dec00
Page 2

ltem 3: We were granted approval in October, 2000 for a crop-destruct EUP for
use of EthylBloc technology on apples. We would like to update the Agency on the
status of this EUP, and discuss timing and the process for amendlng the EUP to a c5op,
non-destruct EUP. The treated apples will come out of storage in early April, 2001. ¢*"***

ltems 4 and 5: We have developed a process for making a stable 3.3% 1- MCP“
formulation [N 2nd are currently conducting acute toxighys's ., °.
mutagenicity, and physical chemistry studies in support of an apple EUPar;d.qur S
Section 3 food-use registration petitions. We plan to file these petitions in thid*to Iate- .
February, 2001, and request the Section 3 registration (or at least the crepmq-destmct"
EUP) by July in time for the apple storage treatment season which runs fto6M Yate AuquSt
to early November. b+

Items 6 and 7: We are considering an 0.14% 1-MCP alternate formulation tlat <«
contains mostly

. We are also considenng a 0.14% 1-MCP alternate formulation

that contains
We would like to know what, if any, additional requirements the
Agency might request for these alternate 0.14% formulations.

A two hour meeting is requested to discuss the above items, which are crucial
for our commercial development plans. | request that Sheryl Reilly, the reviewer of the
tolerance exemption and the 0.14% EthyiBloc technology food-use petitions, and any
other interested BPPD staff, in addition to yourself, attend. Rohm and Haas will be
represented by Dr. George Hazelton (Toxicology Dept) and myself.

Please contact me by phone (215-592-3581), fax (215-592-3414), or email
(rstysi@rohmhaas.com) with your availability.

Sincerely,

AXZrpasar

Stephen L. Longacre, Ph.D.

Product Registration Manager

Agricultural Chemicals Registration
and Regulatory Affairs Department

cc: Sheryl Reilly (EPA BPPD)
George Hazelton (RH)
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*100 lNDE&NDENCE MALL WEST PHILADELPHIA, PA 18108-2398 U.S.A
TELEPHONE (215) 582-3000 CABLE ADORESS: ROHMHAAS CENTRAL FAX (215) 592-3377

ROHM
iHARS

- COMPANY

% September 26, 2000

£

wid

o Document Processing Desk (AMEND)

- Office of Pesticide Programs (7504C) SLL-00-227

© U. S. Environmental Protection Agency

€ Mr. Driss Benmhend

() Biochemical Pesticides Branch

2 US EPA Biopesticides and

c Pollution Prevention Division

8 Office of Pesticide Programs

o 1921 Jefferson Davis Highway, CM2

- . Arlington, VA 22202

3

= Dear Mr. Benmhend:

wiad

c

o Subject: EthyiBloc® (EPA Regis. No. 71297-1)

g Active Ingredient = 1-Methylcyclopropene

> Alternate Formulation Amendment

©

£

g BioTechnologies for Horticulture, Inc. (BTH)YRohm and Haas Company

= submits an alternate formulation for EthyiBloc®, which contains 0.14% 1-

g methyicyclopropene (1-MCP) active ingredient. The proposed alternate formulation

= contains

o compared to currently approved formulations of EthyiBloc®.

= No other ingredients have been added to the formulation, and the concentration of 1-

- MCP active ingredient remains at 0.14%. A Confidential Statement of Formula (CSF)

S . showing the composition of the proposed new altemate formulation of EthyiBloc® is

S attached.

o

o Please indicate the Agency's approval of this alterate formulation to me

= at your earliest convenience,; this alternate formulation will not be produced until |

t receive the Agency’s approval. Please contact me by phone (215-592-3581) or email

8 (rstysi@rohmhaas.com) if you have any questions about this submission. .::::.

* L
Sincerely, sesses .
Stephen L. Longacre, Ph.D. e s
Product Registration Manager ®ecee’
Agricultural Chemicals Registration e L
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*Inert ingredient information may be entitled to confidential treatment*

L]
.Please redd ihstructions on raverse before completing form.

Form Approved. OMB No. 2070-0060. Approval expires 05-31-98 6

Registration | OPP Identifier Number

. United States X 27 18 < 7
ﬁEm Environmental Protection Agency Amendment ~267607—
Washington, DC 20460 Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
71297-1 Driss Benmhend
4. C /Product (N PM#
TR IR (R @ None D Restricted
EthyiBloc® C’
5. Name and Address of Applicant (Include Zip Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)

(b)(1), my product is similar or identical in composition and labsling
BioTechnologies for Horticulture / Rohm and Haas Company | to:

100 Independence Mall West EPA Reg. No.
Philadelphia, PA 19106-2399

O Check if this is a new address

Product Name

Section - |l

D Amendment - Explain below. D Final printed labels in response to
Agency letter dated
D Resubmission in response to Agency letter dated D “Me Too” Application.

E Notification - Explain below. D Other - Explain below.
p

lanation: Use additional page(s) if necessary. (For Section | and Section I1.)
Alternate formulation for EthyiBloc (active ingredient = 1-methylcyclopropene) containing approximately [
_ with 0.14% 1-methylcylocpropene.

Section - Il

1. Material This Product Will Be Packaged in:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging | 2. Type of Container
Yes* Yes Yes Metal
No No No Plastic
If “Yes” No. per If “Yes” No. per Glass
* Certification must Unit Packaging wgt.  container | Package wgt container Paper
be submitted l Other (Specify)
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
D Label D Container On Label
On Labeling accompanying product
PManner in Which Label is Affixed to Product Lithograph [] other
Paper glued
Stenciled

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)

Name Title Telephone No. (IncluglgArea Code)
Stephen L. Longacre, Ph.D. Product Registration Manager 215 - 592-3581 T T
Certification 6. Date Application
| cortify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Receiv@d eee®

| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or
both under applicable law.

"3 sotamped)

2. Signature 3. Title peses '
[ ]
W" prfwu./ Product Registration Manager a -
i ] : (X [

4. Typed Name 5. Date ocbeos .
Stephen L. Longacre, Ph.D. September 26, 2000 Ay
[ XX X1
EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. White - EPA File Copy (original) Yellov&sepplicant Copy
(X X N ]
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Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060

P United States Registration OPP Identifier Number
\"’EPA Environmental Protection Agency Amendment
Washington, DC 20460 Other

Application for Pesticide - Section |

1. Company/Product Number 2, EPA Product Manager 3. Proposed Classification
D None D Restricted

4. Company/Product {(Name) PM#

5. Name and Address of Applicant f/nclude ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)}{3)
{b)(i), my product is similar or identical in composjtion and labeling
to:

EPA Reg. No.
D Check if this is 8 new addr Product Name
N\ Section - Il /
D Amendment - Explain below. Final printed Iabels in respénse to
Agency letter dated
D Resubmission in response to Agency letterdatéd D "Me Too"™ Application/

ﬂ Notification - Explain below. D Other - Explain bpfow.

Explanation: Use additional pagels) if necessary. (For uc>mla\ndSoctlon II.)/

Secti\n A
1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Watey'Soluble\Packaging 2. Type of Container
B Yes* B Yes Metal
Plastic
No No Glass

. . If "Yes"® No. per If "Yes” per Paper
¢ Ce’ﬂﬁ":aaon must Unit Packaging wgt. contain, Package wgt con iner Other (Specify}
‘subm:ttad ,
N
PLocation of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
On Label
D Label D Container On Labeling accompanying product
6. Manner in Which Label is Affixed to Product I.P.lthogralp:d D Other
aper glu
L_J Stenciled
/ Section - IV

1. Contact Point (Complete items dir’ély below for identification of individual to be contacted, if necessary, to process this application.)

Neme / Title Telephone No. (include Area Code)

Certification 6. Date Application
| certify that the siétements | have made on this form and all attachments thereto are true, accurate and complete. Received
| acknowledge tHat any knowingly false or misleading statement may be punishable by fine or imprisonment or (Stamped)
both under applicable law.
2. Signature 3. Title
4. Typed Name 5. Date
| _oqr _

EPA Form 8570-1 (Rev. 8-94) Previous editions & bsolete. White - EPA Flie Copy (original) YelloyZ- t Copy
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DRAFT

May 9, 2000

Mr. Driss Benmhend

Biopesticides & Pollution Prevention Division SLL-00-113
Office of Pesticide Programs (7511C)

U.S. Environmental Protection Agency

Room 902, Crystal Mall #2

1921Jefferson Davis Highway

Arlington, VA 22202

Dear Mr. Benmhend:

Subjects: Major Points and Follow-Up Actions from our 04May00 Meeting on:

Rohm and Haas Company’s / BioTechnologies for Horticulture,
Inc.’s (BTH’s) Label Amendment to Add Food Crops to the Current
Label for EthylBloc® Technology (EPA Reg. No. 71297-1), and

Rohm and Haas Company’s / BTH’s Petition for an Exemption from
the Requirement of Tolerances for Residues of 1-Methylcyclopropene
(1-MCP) on Food Commodities N

I would like to again thank you and your@l}.q/agues for meeting with us to
discuss our recently submitted EthylBloc tecbnglogy“food-use petition, and our petition
for an exemption from the requirement of toler s for residues of 1-MCP (the active
ingredient of EthyIBloc) on food commodities. My understanding of the major points we
discussed and agreed-upon follow-up actions are indicated below:

Participants:

EPA BPPD: Rohm and Haas Company:
Driss Benmhend Stephen Longacre
Sheryl Reilly George Hazelton

Russell Jones
Freshteh Toghrol

Clarification of EthyiBloc Technology Ownership:
EthylBloc, a solid end-use product which contains 0.14% 1-MCP active
ingredient, was registered for non-food use on flowers and related materials in April,

1999 (EPA Reg. No. 71297-1) by BioTechnologies for Horticulture, Inc. (BTH), a
subsidiary of Floralife, Inc. (Walterboro, SC). Floralife, Inc. utilized Technology Sciences
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*Inert ingredient information may be entitled to confidential treatment*

study requirements within the next three months.

Action: Rohm and Haas/BTH requests EPA/BPPD to inform us as soon as possible
regarding the acceptance of our exemption from tolerances and study waiver rationale
petitions so we can discuss and/or prepare contingency plans.

Mr. Benmhend
09May00
Page 5

Revised EthyiBloc Flower Label:

The California Department of Pesticide Regulation (CDPR) has recommended
changes to the EthylBloc flower label that more accurately indicates Rohm and Haas
Company's current ownership of BTH and the subregistrant relationship between
Floralife, Inc. and Rohm and Haas/BTH. EPA/BPPD agreed that we could submit a
revised flower-use label with the recommended changes (revised Registration Number,
revised Floralife, Inc. Establishment Number, etc), along with a letter explaining the
reasons for the modifications.

Action: Rohm and Haas/BTH will submit revised EthyiBloc flower-use label and
explanation letter.

Registration Requirements for an Higher Containing 1-MCP || IIEIEGEGEGEG
Product:

| indicated that we foresee a need to manufacture and sell a formulation
containing a higher amount of 1-MCP (i.e., a 1-5% 1-MCP product vs the current 0.14%
1-MCP product). The maximum treatment room exposure concentration of 1-MCP
would remain at 1000 ppb v/v 1-MCP. EPA/BPPD indicated that this should be the
subject of a separate meeting after they have had a chance to review the current
EthylBloc food-use petition.

Please let me know if | have overlooked something or have not accurately
captured any key points or action items. | can be reached by phone (215-592-3581), fax
(215-592-3414), or Email (rstysli@rohmhaas.com) if you have any questions.

Sincerely,

Stephen L. Longacre, Ph.D.
Product Registration Manager
Agricultural Chemicals Registration
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Mr. Bemnhend
06Apr00
Page 3

Sections | (Ecological Effects) and J (Environmental Fate):

Waiver justifications for ecotoxicology and environmental fate studies for this
proposed indoor use of EthylBloc are included with this petition, and are contained in
a separate document submitted with this petition (Longacre, 2000).

Additional ltems:

An FQPA Notice of Filing for 1-MCP on post-harvest fruit and vegetables is
included with this petition, and was recently submitted to you electronically. It is our
conclusion that there ‘= 2 reasonable certainty that no harm will result from aggregate
exposure to I-MCP re___ues to the US population, including infants and children.

A tolerance fee of $12,55( . 1s specified in the 1999 EPA tolerance fee
schedule for an exemption from the requirement of a tolerance [Federal Register, 64
(101); 26M  99; p 28386; Sec 180.33(c)), was recently sent to EPA’s Headquarters
Accounting wperations Branch in support of this petition. A copy of my letter and a
copy of the check are attached.

Since we are planning large Indoor long-term food storage trials with
EthyiBloc beginning in iate summer or early autumn, 2000, we request that the
EthylBloc indoor food-use Sec*'n 3 registration be reviewed and granted
before then to avold a crop-de_ .. uct requirement for these large scale studies.
if the Section 3 food-use registration cannot be granted by August, 2000, then
we request a meeting to discuss provisions for an Experimental Use Permit by
August, 2000 to avoid a crop-destruct requirement for the upcoming large
trials.

Please assign MRID numbers to the new reports submitted in support of this
petition, and please contact me by phone (215-592-3581), fax (215-592-3414), or
E-mail (rstysi@rohmhaas.com) if you have any questions about this submission.

Sincerely,

AR i

Stephen L. Longacre, Ph.D.
Product Registration Manager
Agricultural Chemicals Registration
and Regulatory Affairs Department
cc:
Robert Larkin
Rohm and Haas Company
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Mr. Driss Benmhend
06Apr00
Page 4

Attachments (reports in triplicate):

Rohm and Haas
Guideline Company
Reference Report
Number Number Report Title MRID
PR Notice AGREG-00-01 1-Methylcyclopropene on Post-Harvest
97-1 Fruits and Vegetables- A\n Assessment
of the Risk Criteria E..ablished in the
Food Quality Protection Act (FQPA)
. Supporting an Exemption from the
Requirement of Tolerances for
BioTechnologies for Horticulture, Inc.
Pesticide Petition Unassigned (1-
Methylicyclopropene on Post-Harvest
Fruits and Vegetables); 05Apr00
None AGREG-00-02 5. L. Longacre; Rationale for Waivers of
Applicable Study Requirements for Registration of
1-Methylcyclopropene Use on Post-
Harvested Fruits and Vegetabies;
04Apr00
None Rohm and Haas | G. A. Hazelton; Petition for an Exemption
Applicable Report 00R-1012 | from the Requirement of Tolerances for
Residues of 1-Methyicyclopropene on
Food Commodities; 04Apr00

‘ Administrative materials submitted with this letter:
1) EPA Form 8570-1 (OPP Identifier 267635);

2) Petition binder containing Sections A, B, C, D, E, F, G, 1 and J; plus Data
Matrix Tables (new and previously submitted studies);

3) EPA Form 8570-34: Certification with Respect to Citation of Data;

4) Copy of my 06Apr00 letter (SLL-00-095) to EPA Accounting Operations
Branch Headquarters plus copy of tolerance fee check; and

5) Proposed Labels for 71297-1 (Post-Harvest Fruits and Vegetables; BO
4/5/00) and 71297-1 (Mast~- Flower and Post-Harvest Fruits and Vegetables;
MO 4/5/00) (5 copies each, .

299



300



301



302



303



304



305



306



307



308



309



310



311



312



313



314



315



316



317



318



319



320



321



322



323



324



325



326



327



328



329



330



331



332



333



334



335



336



337



338



339



340



341



342



343



344



345



346



347



348



.

*Ma'nufacturing process information may be entitled to confidential treatment*

3 ESS (151-11; 44735401

The manufacturing process was described in detail in a previous review (see
Memorandum from R. S. Jones to D. Benmhend, dated 12/23/98). The registrant
submitted a brief clarification of the alternate formulation manufacturing process and
clarified why [JJJJJl] was used to formulate the end-use product. It was further
explained how variations in the amount of _ used in the
manufacture of the product could cause relatively large range in the certified limits for
these two inert ingredients.

I ERTIFICATION OF D 151- 44517

The revised nominal concentrations and certified ingredient limits (by % weight) for the
basic formulation were as follows:

*Inert ingredient information may be entitled to confidential treatment*

Ingredient Nominal Certified Limits
Concentration* (% by weight)*
% by weight Upper Lower
1-Methylcyclopropene 0.430 0.47 0.39
*CSF dated 1/13/99

The limits for the inert ingredient were changed from the original submission to show
that the upper limit would not exceed 100% of the product by weight.
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*Inert ingredient information may be entitled to confidential treatment*

The nominal concentrations and certified ingredient limits (by % weight) for the alternate
formulation were as follows:

Ingredient Nominal Certified Limits
Concentration* (% by weight)*
% by weight Upper = Lower |
1-Methylcyclopropene 0.430 0.47 0.39

*CSF dated 11/97

An explanation for the wide variation in the certified limits for the inerts is contained in
the description of the manufacturing process (151-11) above.

STUDY DEFICIENCIES
None
LA I

Acceptable; no additional data are required.
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JAN 221999
U.S. E TIRONMENTAL PROTECTION AGENCY
Ofrice of Pesticide Programs

BIOTECHNOLOGIES FOR HORTICULTURE, INC.
751 THUNDERBOLT ROAD
WALTERSBORO, SC 29488

Report of Analysis for Compliance with PR Notice 86-5
Thank you for your transmittal of 01/19/99. Our staff

has completed a preliminary analysis of the material. The results are
provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annotated with Mz -“er Record ID’s (MRIDs) assigned to

. each document sub.itted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.




WASHINGTON

1101 17th Street, N.W.
Suite 500

Wa.hington D.C. 20036
Te ephone 202 223-4392

Fax 202 872-0745

. SAN FRANCISCO

2700 Steuart Street Tower
One Market

San Francisco, CA 94105
Telephone 415 2674119

Fax 415267-4198

. SACRAMENTO

712 Fifth Street

Suite A

Davis , CA 95616
elephone 530 757-1298

Fax $30 757-1299

E-mail tsg@tsgusa.com

http JMww.tsgusa.com

TECHNOLOGY
SCIENCES
GROUP

=%

————
[P

447354-00

Roy Sjoblad - PM 91

Driss Benmhend

Biochemical Pesticides Branch

Biopesticides and Pollution Prevention Division (7511C)
Office of Pesticide Programs

1921 Jefferson Davis Highway, CM2

Arlington, VA 22202

January 13, 1999

RE: Application for registration of EthylBloc®, EPA File Symbol 71297-R
Response to Agency letter dated January 6, 1999

Dear Messrs. Sjoblad and Benmhend:
In response to the Agency's letter dated January 6, 1999, and the Agency's review
dated December 23, 1998, on the registration of EthyiBloc®, enclosed you will find

the following:

1) Revised Confidential Statements of Formula for the basic formulation and
an alternate formulation;

2) One (1) copy of a revised product label with all changes highlighted;
3) Two (2) copies of a clean, revised product label;

4) Volume 1 of 2 - Transmittal Document;

5) Volume 2 of 2 - Manufacturing Process and Certified Limits for EthylBloc® -
Supplemental Data.

As you will note in the enclosed documents, we have addressed those data that

were determined “unacceptable but upgradeable” by the review. Should you have
any questions or comments, please do not hesitate to let me know.

Sincerely,

Amy Plato Roberts
Regulatory Consultant for BioTechnologies for Horticulture
Direct dial (202) 828-8964
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VOLUME 1 OF 2 OF SUBMISSION

TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

BioTechnologies for Horticulture, Inc.
751 Thunderbolt Road
Waltersboro, SC 29488

REGULATORY ACTION:

Submission of supplemental data in support of EthylBloc® (EPA File Symbol 71297-R)

. TRANSMITTAL DATE:

January 13, 1999

LIST OF SUBMITTED STUDIES:

( MRID VOLUME GUIDELINE
NUMBER NUMBER EPA STUDY TITLE NUMBER

10f2 (Transmittal Document)}

44735401 20°f2 Manufacturing Process and Certified Limits OPPTS 885.1200
For EthylBloc® - Supplemental Data OPPTS 885.1500

. COMPANY NAME: BioTechnologies for Horticul%e,my
COMPANY OFFICIAL: (X(( /(/(/"\

Amy Plato Roberts, RegulatoryAgent

COMPANY CONTACT: Amy Plato Roberts, Regulatory Agent
Technology Sciences Group, Inc.
1101 17th Street, N.W.
Washington, DC 20036
(202) 828-8964
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BioTechnologles
for Horticulture, Inc.

Roy Sjoblad

Chief, Biochemicals Branch
Biopesticides and Pollution Prevdntion Division (7511C)
Office of Pesticide Programs,
1921 Jefferson Davis Highway
Arlington, VA 22202

RE: Technology Sciences Group Letter of Authorization, dated October 13, 1988, giving’
authorization to discuss{the product EthyiBloc® (EPA File Symbol 70299-R) with the
Pest Managoment Regu Agency of Canada

Dear Mr, Sjobiad: i
As discussed during our meeting on September 28, 1998 and ms détailed in g letter of authorization
from Technology Sciences G (TSG) dated October.13, 1688, we are confirming -authorization,

as given by TSG, for EPA to di matters regarding applications 10 register EthyiBloc® with
personnel at PMRA, including discussions regarding confidential business information, and to
release written documents to PMRA, including those containing confidential business information.

Sincegely,

Jim
President

(v d MNriee RDanmhacd DODM COA

7

751 Thundé#lt Drive « Walterboro, SC 20488-9366
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ACCEL’ATED REGISTRATION QMMITT]E]E
Registration Priority Actions

DATE:

V(2 [a4q

Presenting RAL: Driss Benmhend

*Inert ingredient information may be entitled to confidential treatment*
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JIN 81998

U.S. EN "RONMENTAL PROTECTION AGENCY
Off :e of Pesticide Programs

BIOTECHNOLOGIES FOR HORTICULTURE, INC.
122 TOWER DRIVE
BURR RIDGE, IL 60521

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 05/28/98. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annotated with Master Record ID’s (MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.
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Driss Benmhend May 27, 1998
Biochemicals Branch

Biopesticides and Pollution Prevention Division (7511W)

2800 Crystal Drive, Crystal Station Bldg. 1

Arlington, VA 22207

RE: EthylBloc®; EPA File Symbol 71297-R
EPA Letter dated April 30, 1998

Dear Driss:

With this letter Technology Sciences Group, on behalf of Biotechnologies for
Horticulture Inc., responds to the Agency’s letter dated April 30, 1998
regarding the application for registration of EthylBioc®. Enclosed you will
find the following information; each point corresponds with the points in your
letter:

1) Three (3) copies of pages 29 - 42 of the Beuhler Sensitization Test
(Toxicon Laboratories) which were missing.

2) Three (3) copies of a corrected Statement of Data Confidentiality
Claims for the Hypersensitivity Incidents Report.

3) Three (3) copies of a study entitied “Physical and Chemical Properties
of EthyiBloc® - Part II.” This study addresses the following physical
and chemical data requirements detailed in your letter - listed as EPA
Guideline (OPPTS Guideline): 63-2 (830.6302) Color; 63-3
(830.6303) Physical State; 634 (830.6304) Odor; 63-5 (830.7200)
Melting Point; 63-14 (830.6314) Oxidizing or Reducing Action; 63-16
(830.6316) Explodability; 63-17 (830.6317) Storage Stability; and 63-
20 (830.6320) Corrosion.
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For a greenhouse, non-food use site, non-target organism data is
conditionally required for the following:

EPA Guideline N Data Requi

164-6 Avian Oral

164-7 Avian Dietary

154-8 Freshwater Fish
164-9 Aquatic Invertebrate
154-11 Non-target Insect

For pesticides intended for indoor application only, these studies are
required on a case-by-case basis depending upon use pattern,
product volume and other pertinent factors. The Agency has
requested a formal request for waivers of these studies. As such,
with this letter we hereby request a waiver of the above listed data
requirements, based on the following:

EthyiBloc® is a powder which, when mixed with water or a buffer
solution, releases a gas (1-Methylcyclopropene, MCP) that works to
extend the life and usefulness of flowers and omamental plants. The
active ingredient inhibits the negative effects of ethylene which cause
flower death, leaf or flower fall, and leaf yellowing. There are no
reports of the active ingredient adversely effecting humans, animals
or non-target organisms. The toxicity studies submitted to support
registration indicate a toxicity category of IV for all routes of exposure
with the exception of a toxicity category of Ill for eye imitation.
EthylBloc® is intended for use as a gas in enclosed areas such as
rooms, coolers, greenhouses, truck trailers, shipping boxes, and / or
enclosures specifically constructed for EthylBloc® use. In all cases,
the enclosed areas are fairly gas tight to reduce leakage and achieve
maximum effectiveness. As such, exposure to the environment would
be limited, especially in light of the gaseous nature of the material.
The product is not intended for use outdoors and it is not intended for
use on food crops. When applied as a gas according to the proposed
method of use, no direct environmental exposure to birds, fish,
aquatic organisms or non-target insects is expected to occur.
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nd inhalation developmental toxicity studies
ired if pesticidal use may result in repeated
concentration which is likely to be toxic, or in
ity, if there is expected to be a significant
1ans and the use requires a tolerance or an
e of a food additive regulation. For the case
ne above apply. As such, with this letter we
- of any further inhalation data requirements
ationale:

| in an Acute Inhalation Toxicity study, the
LC,, of greater than 165 ppm, which was the
:ntration. There were no adverse effects or
\s previously stated, toxicity studies have
Y is not toxic and is rated as toxicity category
xposure. The results of the acute inhalation
1er inhalation testing of the product. There
> repeated exposure at potentially toxic
not expected to be significant exposure to
1e use does not require a tolerance, an
tive regulation. Lastly, the use of respiratory
. recommended on the product label (the
ted is greater than that which is required for
a product rated toxicity category IV for inhalation route of exposure).

In close, we have updated the proposed product label to include modified
directions for use and revised precautionary statements (per current
guidelines). Enclosed you will find five (5) copies of the label, noted with a
last revision date of May 27, 1998. Please replace exisiting label drafts with
this updated version. Should you have any questions or comments, please
let us know.

Sincerely,
Amy Plato Roberts

Regulatory Consultant for Biotechnologies for Horticulture Inc.
(202) 828-8964
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NAME AND ADDRESS OF SUBMITTER:

Biotechnologies for Horticulture, Inc.
122 Tower Drive
Burr Ridge, IL 60521

REGULATORY ACTION:

Submission of additional product chemistry data for EthylBloc® (EPA File Symbol 71297-R)

TRANSMITTAL DATE:

May 27, 1998
LIST OF SUBMITTED STUDIES:
MRID VOLUME GUIDEL NE
NUMBER NUMBER EPA STUDY TITLE NUMBER

10f2 (Transmittal Document)

20f2 Physical and Chemical Properties of OPPTS £30.6302,830.6:03.
EthylBloc® - Part || 830.630<. 830.7200, 83C.
44567601 6314, 831.6316, 830.63°7,
830.632C (see title page or
correspending EPA Series
63 refersnceas)
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Amy Plato Roberts, Regulatory Agent
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Transmittal Document

To Support the Registration of 1-Methylcyclopropene (MCP)
1. Product name: EthylBloc™
2. EPA Registration Number:

3. Company Number:

4. Applicant’s Name and Address: Biotechnologies for Horticulture, Inc. )
122 Tower Drive
[O Burr Ridge, IL 60521

5. Name of Active Ingredient: 1-methylcyclopropene

6. Source of Data Satisfying Requirements: Complete data requirements generated and
submitted by Biotechnologies for
Horticulture, Inc.

151A.10 Product identification and cisclosure of ingredients

Doc. 1. Daly, J. (1997) Product Identity and Disclosure of Ingredients for
1-Methylcyclopropene (MCP). Unpublished study prepared by
Biotechnologes for Horticulture, Inc. 59 p.

((. 151A.11 Manufacturing process

Doc. 2. Daly, J. (1997) Manufacturing Method for 1-Methylcyclopropene
(MCP). Unpubhshed study prepared by Biotechnologies for Horticulture,
Inc. 20 p.

151A.12 Discussion of the formation of unintentional ingredients

Doc. 3. Daly, J. (1997) Discussion of Unintentional Ingredients in
EthylBloc: Methylcyclopropene (MCP).Unpublished study prcpared by
Biotechnologies for Horticulture, Inc. 34 p.
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*Inert ingredient information may be entitled to confidential treatment*

January 27, 1997

Dr. Robert Torla
Office of Pesticide Programs
U.S. EPA (H7503W)

Washington, DC 20460
Via Fax (703) 308-7026

Dear Dr. Torla,

Thank you, Cheryl, Tom and Fresteh for an excellent meeting. As requested, here are
minutes from the meeting as [ composed them.

Date of Meeting: January 16, 1997

Subject: Registration of MCP

Present: Bob Torla, Cheryl Reilly, Fresteh Toghral, Tom McClintock,
George Staby, Richard Basel, Jess Martineau

George gave a brief summary of MCP. The mode of action is to inhibit ethylene. The
proposed use sites are ornamentals (cut flowers) and stored fruits and vegetables. Only
an end use will be registered. Two separate registrations will be sought; one for
ornamentals and one for food crops. The formulation is a powder which produces a
gas when it comes in contact with water. The carrier is

. MCP has previously been reviewed and
the decision made that it would be reviewed by BPPD with reduced requirements.

George illustrated the very low dose rates (6 grams) of MCP required to treat a
complete commercial container (3,500 cubic feet). When used at the recommended
rate, the concentration of MCP is below the limit of detection.

Richard discussed the analytical methods, with input from Fresteh. Two analytical
methods are requested. George discussed the specificity of the receptor sites in plant
material. Fresteh pointed out the value of showing that animals do not have receptor
sites for MCP. Such evidence would be useful in justifying waivers for subchronic
studies and also to support a petmon for the exemption from the requirement of a
residue tolerance.

Cheryl discussed the FQPA, and provided draft copies of the form to be used. Geot e
asked if she could share a completed example, to which she agreed. 0
Jess discussed the results of the acute toxicity studies completed to date, to wit;

0

Acute oral toxicity - limit Seeids
Acute dermal toxicity - limit "
Primary eye irritation - Cat. III ik o
Primary skin irritation - non-irritant .

oo...
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